Review Response Submission Form

e This form is used to reply to the IRB and
address the issues/stipulations raised when
the IRB conditionally approves the submission,
defers it, returns it as Incomplete submission,
or for administrative modifications.
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Hello Khaled Khattar, BA

; nN;\;:IZJ;:' M&Bﬁ T et e e m’ Announcements [ @ Help g Tutorial & My Profile ~ G Log ouf
| CA M P U S [ 10/11/2022 08:16 AM EDT

My Workspaces [ Study Assistant

Featured Study Operations By the Numbers

Submissions Forms Pending Pending My High
in Process Submission Response > T

Start a Submission Form for one of My Studies 54 5 3 4

View the Current Approvals for one of My Studies

et e i

Vview and Manage My Studies

Create a New Study

All Tasks B
33 |

Study Tagks

/ When you login into INSPIR I
(https://inspir.bu.edu/), you will get to this page.

This is your Home page

Click on “Study Tasks” to check if you
already have a “Submission Response”
task (shortcut) for this specific study that
will allow you to respond to the

stipulations. /
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https://inspir.bu.edu/

If you are listed as a “Study Contact” on the study, the system will list a task for you in the

“Study Tasks” tab and would be listed with the “Submission Response” as the Task Type. This
task will allow you to create the “Review Response Submission Form”.

""J\’n’ Hello Administrator
m your last login was @ Help % Tutorial & My Profile - > Log out
11/16/2023 02:55 PM EST

S

My Workspaces & Study

Study Tasks Outstanding Completed

Task List: [4]| ~|
All Tasks Study Tasks ~
Review Board: [4]| |
Filter By : [none— ~|
sult(s) found.. -10p

Study Title
Y rinci)
Task Type vectigator Review Board IRB Number IRE Expiration Complete By
Study Alias

\Dummy Study for Demo
11/17/2023
02:10 PM EST ity = i ey >l JEH

NPtgf

11/17/2023 Administrator IRE H-44273
11/16/2023 Exempt - limited 1RE [k F N ®: =
11:16 PM EST i . N Priorit
2-18-2011- Administrator IRB H-31000 o Priority
11/08/2023 Exempt - limited IRB Testing F N @:
11:06 AM EST . N Priorit _I
2-18-2011- Administrator IRB H-31000 ity
o . Testing
i n Routing 07/12/2022 Exempt - hmited IRB > ®:
07:02 AM EST review No Priorit _I
2-18-2011- Administrator IRB H-31000 ity
95/24/2021 \Separate Protocol 8/17/2018
10:55 AM EST
e D r.'ate Frotocol \Administrator IRE V4
Note: If you don’t have a
.
10/23/2020 i

e “Submission Response” task

™ that corresponds to the
INTERFACE TESTING OF 'IRB-' APPENDING TO IRB STATUSES IN VELOSCT S u b m i SS i O n u n d e r revi eW’ t h e n

\
proceed to the next slide.

09/21/2020
09:38 AM EST

03/15/2020

(1. Locate the ”Subm|55|on Response” task for the
submission under review, and
2. Click on the “Open” icon next to it. Skip the next
. slidestoslide # 7. ) 3




Only follow the instructions in slides 4 to 6, if the system did not list a “Review Response” task

for you in the “Study Tasks” tab because you are not one of the “Study Contacts” .

"'"\‘p_ Hello Khaled Khattar, BA
m your last login was %ﬂ Announcement 14 1 | @ Help % Tutorial 2 vy Profile ~ G+ Log out
= 10/11/2022 08:16 AM EDT

My Workspaces & Study Assistant

Featured Study Operations

By the Numbers

Submissions Forms Pending Pending My High
in Process Submission Response 1

Start a Submission Form for one of My Studies 54 5 3 4 >

View the Current Approvals for one of My Studies

View and Manage My Studies

Create a New Study

All Tasks B
33 ]

Study Tasks

4 )

After logging into INSPIR II, from your Home

page, click on “View and Manage My Studies”
and proceed to the next slide.
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My Workspaces

Hello Administrator
your last login was
11/16/2023 02:55 PM EST

@ Help :EI; Tutorial ® My Profile

The system will scroll your Home
page down to the “All Studies”
section.

= Study

All Studies Recently Used Study St search

| You can use the “Search” box to =3
.| locate the study. Or you can just

De|
5 scroll down.
elete  Correspond
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pplications  Documents Forms  Hide Copy Carrespond
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Administrator
2018 Applications  Documents  Forms  Hide Copy
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Applications  Documents  Forms  Hide Copy Delete Correspond
Review 10-28-2015
. = -—j =
Once you locate the study that is |-« cow: o 5B & B @
Applications  Documents  Forms  Hide Copy Delete Correspond
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This opens the “Submissions/Study Management” page for the study.

o I Account: Administrator
m Department: BMC/BUMC - MED - Institutional Review Board @ Help = My Profile =
e — Path: Home
IRB Number: H-44279 ..
My Workspaces = Study Alias:  11/17/2023 Study Submissions

PI: Administrator

‘ m H-aazme pummy Sty ferneme ‘
Submissi Study Management

e _
_ ®  Submissions History

®  study Application

(] Study Correspondence

® Informed Consents »

®  Other Study Documents » a Outstanding Submission(s)

Track Ref Process

Submission Forms Location | Number | Regquest Type Submission

ﬁ

Click on the hyperlink to edit/view the submission. Respond to

In B IRB has da ission R r Initial Review Submission Form Review

Change Request and Amendments

Contact Information Change Request Form

Continuing Review Submission Form

Final /Closure Report Form

Initial Review Submission Form

Internal Study Personnel Changes

Protocol Exception Form

Recruitment Materials Submission Form

Reportable Events and New Information Form

Click on this link to open the “Review Response
Submission Form”.




This should open the “Review Response submission Form”

; Account: Administrator
SAEDICAL E&g% / Department: BMC/BUMC - MED - Institutional Review Board @ Help 2 My Profile -
C | [rrmmp——— Path: Home > find study > study mgmt.

IRB Number: H-44279
My Workspaces = Study Alia: 11/17/2022 Study Review Response Submission Form - (Version 1.0)
PI: Administrator

Piint Friendy | [ Refresh Constant Fields | [ Save Fomn |

Form

I Administrator

Previous Submission

Recommendations

Scroll down to read the stipulations.

Stipulations

Comments that must be addressed

Mo Stipulation entered.

Comments

No Stipulation entered.

Stipulation 1 is usually informational. It
includes the IRB’s review outcome of
o the previous round. It also includes

Dear Principal Investigator,

m::t zga’for this submission. There are a few items that will need to be addressed prior to approval. Please see the stipulations below, and don't i n St ru Cti O n S o n h OW to p roce e d a n d t h e

Brandon Finn, CIP
Sr. IRB Analyst

2 kel g Mkl e 15 IRB Analyst’s contact information.

Phone: (617} 356-5301

Please respond to each of the stipulations below. If you are required to make a change to any of the submission components, make sure to use the links provided in the "Links td
Components” row and you still need to make a change to a compenent, scroll down to the "Current Submission™ section and click on the grey button that says "Click here to edi

A stipulation 1 out of 6:

This is not an approval Letter.

This protocol has been administratively deferred. Please note that no human subjects research activities (including recruitment, consenting, enrollment, randomization, screening, data collection, study interventions, data analysis, or follow-up) may be initiated until
FULL IRE APPROVAL has been obtained. Conditional approval and deferral do MNOT constitute full IRB approwval.

When you go to edit your protocol application, you will need lo create a revls\on ¢ For guidance on creating a REVISION, please see the following link {you may ignore the information on converting the protocol, as you have already done so):

http: /,fwww bumc.bu.edu/irb/files/2016/10/Revi I=t:|rm Irllt I-Reviewl. pdf

Alse, it is very important when you are making changes to exlstmg documents that you “revise” the documents rather than creating new versions. Here are the instructions for how to do that:

Consent forms: To revise your consent forms go to this link and follow the instructions: http://www.bumc.bu. edu_flrb,fflles_lzoISIJDIHQW to-revise-an-existing-Consent-Form.pdf

Other Study Documents: To revise any Study Documents go to this link and follow the instructions: http:/ fwww.bumc.bu.edu/i iles/2016/10/How-to-revise-an-existing-Study-Document.pdf

Please go to this link for information about how to complete an INSPIR application: http:/ /www.bumc.bu.edu/irb/inspir-i nstructions-for-investigators/ 5




Stipulation Types

Below are the list of the most common types of stipulations. You would read
each stipulation in your “Review Response Form” and determine which type it
is. Then you would follow the corresponding instructions (slides) and come
back to this slide when you finish that set of slides. Repeat these steps until
you have addressed all stipulations.

Types of stipulations:

Stipulations to make changes to the Submission Form — Go to slide # 9 - 15
Stipulations to make changes to the study Application (only available in the “Initial
Review Submission form” or “Change Request and Amendments form”) — Go to
slide # 16 - 24

Stipulations to make changes to Consent Form(s) — Go to slide # 25 - 34
Stipulations to make changes to Study Documents — Go to slide # 35 - 44

Once you have addressed all stipulations and you are ready to submit the “Review
Response” back to the IRB, please go to slide # 45 and follow the rest of the
instructions.




How to address stipulations
with links to the Submission
Form

* Depending on your submission, the submission form can be an
“Initial Review”, “Amendment”, “Continuing Review”, “RENE”,
“Final/Closure Report”, etc.), but these instructions will work the

Same.

*If a stipulation is missing a link, please contact the assigned
IRB Analyst so they can setup the missing link in that stipulation.



example in the following slides. Yours might be a different submission form (such as an
E::;:h:::: >B:"C‘;f|::1h: ;l‘:i)d; 'I‘r:gs::'tt\..ltional Review Board

Form

Study Assistant

A\ stipulation 9 out of 9:

Description:
Plea;

ubmission Form - (Version 1.0)

Note: We used here the submission form “Initial Review Submission Form” (green arrow) as an
My Workspaces -

make changes to the Initial Review
Stipulation Type: (Stipulation must be addressed)

“Amendment”, “Continuing Review”, “RENE”, “Final/Closure Report”, etc.)

s the itams that
linkad to this stipulation)

Operation Act tatus Component Name
Links to Components
(These are the items that are

Do you accept this
Stipulation?

Click on “Revise Existing” to

(Dnele & wyerofile + [ Glogou
i Back
Refresh Constant Fieids | [ Save Fom |
create a revision and make :
the requested changes
(proceed to the next slide). )
el e Sebmisen o | ZETR
Font Family >~ 12 ~ & 1~ v Er Er =ErE E % @ Q = =
4 ™\ 4 : ‘e - e .
If there is no link in the “Links to If there is no “Revise Existing” here, this
Components” section to take you where means that a revision was already
I‘ contact the assigned IRB Analyst. ) \_ slide # 14). )
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You will get the confirmation popup.

Click on “CONFIRM” button to
proceed.

CONFIRM CANCEL

This will create a read-write version of your submission form that you can edit, and it will take
you to the right section/question.



The system will create a revision (if one didn’t exist) of the Submission form (in this example, it’s
the “Initial Review Submission Form”) and will take you to the section/question where you need

to make your changes. It also lists the stipulation (in a blue box) so that it’s accessible to be read
and followed (orange arrow).

.L'"!"‘I"_ Account: Administrator
m Department: BMC/BUMC - MED - Instituti
[rrm——— Path: Home > find study > study mgmt. >

IRE Number: H-44279
My Workspaces B Study Alias:  11/17/2023 Study Assistant il Review Submission Form - (Version 1.1)
PI:

I: Administrator

Form

Initial Review Submission Packet

»

attached below under "Study Application Form". To access the attached "Study Application” , click on the "Edit/View" icon next to it.

To create and attach your consent form(s), go to section "Con scuments” below.

To upload and attach any study related document(s) that wen Iready attached in the Study Application, go to section "Other Study Documents” below.

Modifications Required:

Please make changes to the Initial Review

Study Title:

Dummy Study for Demo
IRB Number:

H-44275

Principal Investigator:

PI Name:
Administrator
PI Email Address:

Scroll down to where you need to make your changes, make the changes
e requested by the IRB, then click on “Save Form” (available if the form is
only one page) or “Save and Continue to Next Section” (if the form has

multiple sections) .

o J
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Note: We used the submission form “Initial Review Submission Form” (green arrow) as an
example in these slides. Yours might be a different submission form (such as an “Amendment”,
“Continuing Review”, “RENE”, “Final/Closure Report”, etc.), but all work the same

When you reach the end of the form, the system will bring you to the “Form has been

My Workspaces &

Farm

Account: Admini

”
!

Completed!” page

istrator

Department: BMC/BUMC - MED - Institutional Review Board
Path: Home > find study > study mgmt. > review response

IRB Number: H-44279

5 Study Assistant Initial Review Submission Form - (Version 1.1)

@ Help 2 My Profile ~ G+ Log out

Form has been Completed!

Instruction of Form has Been Completed Screen

If you’re done with
this form, click on
the “Exit Form”
button to take you
back to the Review

Response Form. /




Note: You will notice that the “Revise Existing” link is not there since a revision (Version 1.1)

had already been created and attached (green arrow). The system will only create a revision

once.

Account: Administrator

Department: BMC/BUMC - MED - Institutional Review B

Path: Home > find study > study mgmt.

RB Number: H-44279

My Workspaces = Study Alias:  11/17/2023
PL: A trator

Study Assistant Reviewn nse Submission Form - (Version 1.0)

@ Help 2wy Profile ~ G+ Log out

[l Back

Print Friendly | [ Refres Constant Fieds | [ save Fom |

AN

Form

A\ stipulation 9 out of 9:

Description:

Please make changes to the Initial Review
Stipulation Type: (Stipulation must be addressed)

Operation

orm Compare Form Version

e e nitial Revie ubmission For ersion 1. v
- - X . (O Complete Action @ Incomplete Action

Attachment

15

Do you accept this
ipulation? O n/a Qulasml

Once a new revision is already created, you can open the new revision and
make more changes by clicking on the “Edit/View" icon to directly go to the
section that has been associated to a stipulation.

Provide an
explanation on how
you addressed this

Stipulation:

In the Text Box, let the IRB know that you have made the changes requested in this
stipulation. You can add any additional information here about this stipulation.
To let others know that this stipulation has been addressed, click on “Complete

Action” (yellow arrow).

- Make sure you frequently save your changes by clicking “Save Form” (orange arrow))

\_

g
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Account: Administrator

If you have more stipulations with links to the submission form, repeat slides # 9 — 15.
::tp::rhﬂn:rr:: )B::“(Z’S‘il:: ;J‘:‘Ej'; 'I‘r::'t:tiunal Review Board
E IRE Number:

CXPTCHAL CARL W1TOUT EXCIPTION

My Workspaces

H-4427!
Study Alias:  11/17/2023
PI: Administrator

Study Assistant
Form

Review Response Submission Form - (Version 1.0)

@ weto

2wy Profile

G+ Log out

[ Compare Form Version ]
Initial Review Submission Form (Version 1.0) Oc ete Acti @1 ete Acti
Section: Initial Review Submission Packet omplEte Action neemplete Action
s B I U & x ¥ |Verdana 11 o~ 4 1~ v Ev E=E~ = - =E % & Q = = B
All changes to the submission form have been completed)
Provide an
explanation on how
you addressed this
Stipulation:

-

options.

\_

Print Friendly I l Refresh Consiant Fields ] l ‘Save Form
Description:
Please make changes to the Initizl Review
Stipulation Type: (Stipulation must be addressed)
_
Links to Components
(Thess are the irams thas are EI, Initial Review Submission Form (Version 1.1)
linked o this stipulation] Modify Existing -
P Action Not Complete
Do you accept this
Stipulation? O nya O Yes O no

When you’re done with this type of stipulations, go back to slide # 8 for more

15




How to address stipulations
with links to the Study
Application

*This type of link is only available when the submission is an

“Initial Review Submission Form” or a “Change Request and
Amendments” form.

* If a stipulation is missing a link, please contact the assigned

IRB Analyst so they can setup the missing link in that stipulation.



In most cases, the IRB asks you to make changes to a section in the Study Application and
presents you with a direct link to that section (in the “Links to Components” row). If this is the

first time in this “Review Response Submission Form” that you’re revising the Study Application
you will have a “Revise Existing” button.

Account: Administrator

Department: BMC/BUMC - MED - Institutional Review Board
Path: Home > find study > study mgmt.

IRB Number: H-44279

Review Response Submission Form - (Version 1.0)

Click on “Revise Existing”
create a revision and make
the requested changes

P A

Refresh Constant Fields | [ Save Fom |

(proceed to the next slide). y

_

. Study Application (Version 1.0)
"9 Action Not Complete

Modify Ex Section:  Stu dyS ummary
S x2

Attac! hmen

Revise Existing

Questio Pdhfummwflhp]ltrmsdtdh\t
on.

entist (in 500 words or less).
Do NOT copy from a grant applicatiol

Font Family * 12 v 4 v fv =Ev = =«

=

[

N

™ 4

If there is no link in the “Links to
Components” section to take you where
you need to go to make your changes,

If there is no “Revise Existing” here, this
means that a revision was already
created and available for editing. Skip to

contact the assigned IRB Analyst. )

.

slide # 23).

J
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You will get the confirmation popup.

Click on “CONFIRM” button to
proceed.

CONFIRM CANCEL

This will create a read-write version of the Study Application that you can edit, and it will take
you to the right section/question.



Note: Every few months or as needed, the IRB adds new questions to the Study Application
and publishes it. The “Convert to the New Form Version” is the system’s way to bring your
Study Application up to the most recent version.

If you don’t get
this popup, then
you are already in
the newest form
version.

Please skip to page
#22.

Convert to New Form Version

If you do get this popup, then you will need to convert to
the newly published Study Application form:

Click “Convert to New Form version” to close the popup
(green arrow) and convert to the newly published Study
Application form. Continue to the next page.




This page only applies if you need to convert to the newly published Study Application form.

B ) o 5 ‘\',»_ Account: Administrator
m%% E E / Department: BMC/BUMC - MED - Institutional Review Board @ Help 2 My Profile ~ G+ Log out
e Path: Home > study mgmt. > change request list > change request
IRE Number: H-31000 . ~
My Workspaces B |study Alias:  2-18-2011- Study Study Application (Version 1.7)
PI: _Administrator
print Friencly | [ Save Section | [ Save ana Continue to Next Section |
Section view of Application | | Entire view of the Application
1.0 B Genera I Information

Study Attachments

2.0
DI St rED en ST S AT e e e Tk Al e T T s SR e
3.0
4.0 (B Review Path [ Selact or Revise Existing ” Add a New Document ” ‘Add Multiple Documents
e B 5:::::1:;:itr::;g§:"d mn Srser Ee— __ piration Bate
6.0 Bl Funding Source No Document(s) have been attached to this form.

7.0 Study Su
8.0 Navigati;

1- Start clicking “Save and
Continue to the Next Section”
until all relevant sections
reappear and you have
answered all new questions.
Keep clicking on this button
until all sections are revisited
and the system transitions you
back the “Review Response
Form”

9.0 B study sit
10.0 B purpose
11.0 B subjects
120 B ign /P

w Risks & B
13.0 Justificati

14

The system will start converting to the new
form section by section. If a section has a
new question that is required, the system

will stop there and hide all subsequent
sections until you answer the new question.

Don’t worry, nothing is lost in these hidden

sections!

20



This page only applies if you need to convert to the newly published Study Application form.

The system automatically takes you back to the “Review Response Submission Form” page and
attach the new version of the Study Application (assuming the Study Application was
completed).

Account: Administrator

Department: BMC/BUMC - MED - Institutional Review Board @ Help 2 MyProfile ~ G+ Log out

Path: Home > study mgmt.
IRB Number: H-44279 R _ .. _
My Workspaces M |study Alias: 11/17/2022 | Study Assistant Review Response Submission Form - (Version 1.0)
PI:  Administrator

[ Print Friendly ] [ Refresh Constant Fields ] [ Save Form ] [ ﬁgnmfand&mmi]

Stipulation Type: (Stipulation must be addressed)

— , Now that the Study Application form has

gmrem | e el v been updated to the newest version, you ||
can start working on the changes
" Mt O wa O ves O o requested in the stipulation by clicking on
. the “Study Application” link (newest
version).

B I

I
P

Font Family * 12 - & I~ 9~ =~ = ~

Proceed to the next slide. 21



The system will create a revision (if one didn’t exist) of the Study Application and take you to the

section/question where you need to make your changes. It also lists the stipulation (in blue box)

so that it’s accessible to be read and followed (orange arrow).

Account: Administrator

Path: Home > find study > study mgmt. =

IRB Number: H-44279 | o
My Workspaces B |study Alias:  11/17/2022 | Study Study / ion (Version 1.1)
PL:  Administrator

Department: BMC/BUMC - MED - Institutiol Board @ Help 2wy Profile +

Kl Back

piint Friendly | [ Save Section |

Section view of Application ‘ ‘ Entire view of the Application

Save and Continue to Next Section

1.0 B General I Information

7.0 Study Summary

20 B ietupneparlm!nt(s}
ccess

7.1 Provide a brief summary of the pra ‘understandable to a non scientist (in 500 words or less). Do NOT copy from a grant application.
[ Grant Key Personnel
access to the study

3.0
Modifications Required:

1.0
........ 2
Please describe in more details ..
Required Training and
50 B .

6.0 B Funding Source Click here to access the text editor.

7o B EETEEE

8.0 B Navigation Menu

test

9.0 [B study site Information
10.0 B Purpose
11.0 B subjeg
12.0 B pesign/p

Risks & Bej
1308 Justificatig

14.0 B pata & saf

15.0 B consent P

Privacy an|
160 B et
17.0 B HIPAA Co

18.0 B cost/pay

150 B Seloie You can also make changes to any of the other sections listed on the

220 B ftenion ofSamples o the Next section”.

23.0 B SludvIduneMs

left.

m Make sure your changes are saved by clicking on “Save and Continue to

It’s a good practice to have the system check for completeness every time you make a
change to the “Study Application”. You can do this by visiting “Study Attachments”
section (green arrow), then click on “Save and Continue to Next Section” button.

22




Note: You will notice that the “Revise Existing” link is not there since a revision (Version 1.1)

had already been created and attached (green arrow). The system will only create a revision
once.

Account: Administrator

Department: BMC/BUMC - MED - Institutional Review B

T —— Path: Home > find study > study momt.

RB Number: H-44279
: 11/17/2023

@ Help 2wy Profile ~ G+ Log out

Study Review Respon: nission Form - (Version 1.0) Kl Back

Print Friendly | [ Refesh Constant Fields | [ Save Fom |

A stipulatio -
Description:
Pl describe in more detail

addresse
Action Status Component Nam.

Links o Components # Study Applicition (Version 1.1)
EAIEER™ O win O vee O
Once a new revision is already created, you can open the new revision and
make more changes by clicking on the “Edit/View" icon to directly go to the
section that has been associated to a stipulation.

In the Text Box, let the IRB know that you have made the changes requested in this A
stipulation. You can add any additional information here about this stipulation. -
To let others know that this stipulation has been addressed, click on “Complete
Action” (yellow arrow).

\- Make sure you frequently save your changes by clicking “Save Form” (orange arrow)) 23




My Workspaces

=

IRB Number.

Application
Department: BMC/BUMC - MED - Institutional Review Board

Path: Home > find study > study mgmt.
Study Alias:

H-44279
11/17/2023
PI:  Administrator

Form

Study Assistant

Repeat steps in slides 16 — 24 for any other stipulations that have a link to the Study

Review Response Submission Form - (Version 1.0)

@Hdp 2 My Profile ~ > Log out
pritFriencly | [ Remecn ConstantFietcs | [ save Fom |
P
A stipulation 4 out of 9:
Description
Update the Study Type in the funding section.
Stipulation Type: (Stipulation must be addressed)
B e T N

Links to Components

(Thess are the irams that are Study Application (Version 1.0)

linked to this stipulation) Modify Existing - Section: Funding Source Revise Existing ]

Attachment
Question: Study Type I
Da;;]i:f,(;t?f,:;his O nfa O yes O no
s B I u 5 x x* Font Family - 12 ~ & 1~ - E-r E~ ==~ E E % @ Q =1
Provide an
explanation on how
you addressed this
Stipulation:
. f stipulati for m
When you’re done with this type of stipulations, go back to slide # 8 for more
tions

/24




How to address stipulations
with links to a Consent Form

* If a stipulation is missing a link, please contact the assigned
IRB Analyst so they can setup the missing link in that stipulation.



In most cases, the IRB also asks you to make changes to the consent form and presents you with

a direct link to that form.

v 8 BT I s s [ If this is the first time you’re making a change, you
will have a “Revise Existing” button. Click on “Revise
Existing” to create a revision and make the requested .

changes (proceed to the next slide).

o & x x Font Family > 12 - & 1~ q~ =~ =+ = + I

lil
lil
4
3]
o)
y
B
¥

If there is no link in the “Links to R

Components” section to take you where
you need to go to make your changes,
]\ contact the assigned IRB Analyst. )

26



Confirm the adding a revision.

Are you sure you want to create a revision?

CONFIRM CANCEL

Click on “Confirm” button to proceed.




The “Study Consent Revision” popup will open.

* Itis recommended that you download a copy of the latest revision of the consent form from INSPIR for
editing. You can download it by clicking on “Download” icon (orange arrow) then proceed to the next
slide.

* Ifyou already have the revised consent form on your computer ready to be uploaded, click on “Choose
File” and skip the next slides to slide # 30.

Study Consent Revision
*Consent Title: | Iain Consent Form
*Version Number: .1

“Version Date: |11

* Language:

Description:

Comments:

Download Consent: | Download

Select the ﬂm'";"u::: [ Ghoose File | No file chosen

Close, don't save any changes




The selected consent document will download. Depending on
your system and web browser, you will get the “Downloads”
popup similar to this one. Click on the file to open it.

Study Consent Revision

Comments: ‘

Download Consent: | Dovmload

Select the document to [ oo | .
loads [ Cnoose File | Mo file chosen

Close, don't save any changes

Save the consent document to your computer then start making your changes. Don’t forget to
save it again when you’re done editing. When you are ready to upload the revised consent form

from your computer, come back here and proceed to next slide.
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r
Notice that this revised consent document will now be given a new Version Number (the

system will increment the version number by + .1) (yellow arrow)
Note: If you used track changes in your document, make sure that you accept all changes and
save it before uploading the document.

* Language: |English

Description:

Comments:

Download Consent: |

Select the document 18 ["Chogee File | Ho fie

Close, don't save any changes Save Consent

Click on the “Choose File” button to navigate on
your computer to where you last saved your revised
consent document to upload it (orange arrow)



This opens the “Open” pop-up or a different popup depending on the system that you are
using.

Study Consent Revision

“ConsemtTile: [WanGomsentFom | )

@€ open
T~ < Desktop » ConsentForms » Consent Templates
Organize v New folder

[ This PC MName
3D Objects 52 Bloog-Draw-Consent-Form
[ Desktop Statement for Ancnymous Surv...
Documents
4 Downloads
b Music
[&=] Pictures
B Videos

A5 Windows (C)

ormation Sheet Template
kent_Form_Template
pt Consent Form Template

ssent Form for Children 12-17 ...

00000000

== Clinical Research (\\ad.bu.edull
= Images (\web02.bumc.bu.edul

== kkhattar (\\ad.buedu\bumcfile: v <

File name:

1. Navigate to the consent document that you want to upload
2. Click on the document to highlight it
3. Click on “Open”




This will bring you back to the “Study Consent Revision:” popup.

Notice the uploaded consent document’s name is now appearing in the popup (blue arrow)

1. Change the “Version Date” to today’s date (green arrow)
2. Click on the “Save Document” button (Grey arrow)

Study Consent Revision ﬂ

“Consent Title: |Main Consent Form View
Document|

* Category:

* Language:

Description: ‘

Comments: ‘

Download Consent: | Dovmload

FelEii """'";"o:: [‘Choose File | Main_Cons._Template rit

Close, don't save any changes ‘Save Consent




This will bring you back to the Review Response Submission Form.
(1) Type your response in the text box provided underneath, and (2) click on “Complete Action”

button to mark it as completed. (3) Don’t forget to click on “Save Form” to save your work

| "'\'\‘; Account: Administrator
) Department: BMC/BUMC - MED - Institutional Review Board @ Help

2 My Profile ~ G+ Log out

A vy Aoy Path: Home > find study > study mgmt.
IRB Number: H-44279 . _ .. _
My Workspaces B |study Alias: 11/17/2022 | Study Assistant Review Response Submission Form - (Version 1.0)
PI: Administrator
[ PrntFrienaty | [ Refresh Gonstant Fieids | [ Save Fomm |
Form
A  stipulation 5 out of 9:
Description:

Please Fix this statement in the Main Consent form

Stipulation Type: (Stipulation must be addressed)

m

e
Links to Components
(These are the items that are Modify Existi E', Study Consent Main Consent Form (Version 1.1)
linked o this stipulation] :gh:!;r Action Not Complete
Study Consent Main Consent Form (Version 1.0)

Do you accept this
Stipulation? O nza O ves O no

B I U & x x FontFamiy > 12 v & 1+ Qv =- =~ =+ 1

liil
liil
&
5]
o]
y

B

D

J—

Provide an
explanation on how
you addressed this

Stipulation:
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Account: Administrator
My Workspaces

=

H-4427:
PL:

Department: BMC/BUMC - MED - Institutional Review Board
9

11/17/2023
Administrator

Path: Home = find study > study mgmt.
Study Alias:

Form

Study Assistant

Review Response Submission Form - (Version 1.0)

If you have more stipulations with links to a consent form, repeat

@ veto

2 My Profile v

G+ Log out

print Frienaly | [ Refrech Gonstant Fieids | [ Save Form |

l Compare Consent Version I
(O Complete Action @ Incomplete Action
5 Xz x? Font Family ~ 12 - 8 I i~ Ev E~ E~v E = % Eal Q -4 = &8
Provide an
explanation on how
you addressed this
Stipulation:

\_

Description:
Please Fix this statement in the Main Consent form
Stipulation Type: (Stipulation must be addressed)
_
Links to Components
(These are che items that are Modify Existi Ell Study Consent Main Consent Form (Version 1.1)
linked %0 this stpulztion) odify Existing Action Not Complete
Attachment . )
Study Consent Main Consent Form (Version 1.0)
Do you accept this  ~ A A

Stipulation? L NfA L) Yes L No

s B I U

options.

When you’re done with this type of stipulations, go back to slide # 8 for more
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How to address stipulations
with links to a Study
Document

* If a stipulation is missing a link, please contact the assigned
IRB Analyst so they can setup the missing link in that stipulation.



My Workspaces &

In most cases, the IRB also asks you to make changes a study document and presents you with a

pepart =) e e )
Path: Home > find study > study mgmt.

IRB Number: H-44279

Study Alias

direct link to that form.

Form

Study Assistant

Review Response S

A\ Stipulation 7 out of 9:

Description:
Fix

a sentence in the Flyer

If this is the first time you’re making a change, you

will have a “Revise Existing” button. Click on “Revise

e
Existing” to create a revision and make the requested ’
changes (proceed to the next slide).
r v u L5 Xz e Font Family - 12 =~ 4 I~ I~ &~ E~ =~ = = % [Eal Q r-4 = [~
4 . C . )
If there is no link in the “Links to
Components” section to take you where
you need to go to make your changes,
]\ contact the assigned IRB Analyst. )
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Confirm the adding a revision.

Are you sure you want to create a revision?

CONFIRM CANCEL

Click on “Confirm” button to proceed.




The “Study Document Revision” popup will open.

* Itis recommended that you download a copy of the latest revision of the study document from INSPIR
for editing. You can download it by clicking on “Download” icon (orange arrow) then proceed to the next
slide.

* Ifyou already have the revised study document on your computer ready to be uploaded, click on
“Choose File” and skip the next slides to slide # 40.

“Document Title: |Flyer

Sponsor Version: |

# Category: | Flyer

Close, don't save any changes




The selected study document will download. Depending on your
system and web browser, you will get the “Downloads” popup
similar to this one. Click on the file to open it. Y

Downloads [im e

cen

ouniess Documens

Select the documen i [ Choose File | Nofie chosen

Close, don't save any changes

Save the study document to your computer then start making your changes. Don’t

forget to save it again when you’re done editing. When you are ready to upload the
revised study document from your computer, come back here and proceed to next

slide.




Notice that this revised study document will now be given a new Version Number (the system
will increment the version number by + .1) (yellow arrow)
Note: If you used track changes in your document, make sure that you accept all changes and
save it before uploading the document.

Sponsor Version:

Description: ‘

Comments: ‘

Download Document: |

Select the documentto [ -
Upload: | Choose File

Click on the “Choose File” button to navigate on
your computer to where you last saved your revised
study document to upload it (orange arrow)




This opens the “Open” pop-up or a different popup depending on the system that you are

using.
e

Study Document Revision:

e Open
&« v o <« Desktop » ConsentForms > Velos Test S Search Vel
QOrganize = New folder
3 This PC Name : Status
7-. 3D Objects 0 Adult Consent Form Template

D Centinuing_Review_Submission_Form_4
I Deskdop @ Dummy Device Brochure

Documents ) Dummy FDA document
‘ Downloads @ Dummy Flyer

D Music

[&=] Pictures

B Vvideos

25 Windows (C:)

== Clinical Research (\\ad.bu.edul\t pproval Letter
= Images (\web0Zbumc.bu.edu’ earch and INSPIR-Il Interface S...

== kkhattar (\ad.bu.edu\bumcfile: v €

000000000000

Cancel

1. Navigate to the study document that you want to upload
2. Click on the document to highlight it
3. Click on “Open”




This will bring you back to the “Study Document Revision:” popup.
* Notice the uploaded study document’s name is now appearing in the popup (blue arrow)

1. Change the “Version Date” to today’s date (green arrow)
2. Click on the “Save Document” button (Grey arrow)

Study Document it Revision:

Select the documentto | |
pload: [ Choose File

Close, don't save any changes




My Workspaces &

11/17/2023
ini

This will bring you back to the Review Response Submission Form.

(1) Type your response in the text box provided underneath, and (2) click on “Complete Action”

button to mark it as completed. (3) Don’t forget to click on “Save Form” to save your work

!: Help 2wy Profile ~ G+ Log out
Review Response Submission Form - (Version 1.0)
[ PrntFrienaty | [ Refresh Constant Fieids | [ save Fom |
#\ stipulation 7 out of 9:
Description:
Fix a sentence in the Flyer
Stipulation Type: (Stipulstion must be addressad)
fiction St
E'/ Study Documen t Flyer (Version 1.1)
Attachment Action Not Complete
Study Documen t Flyer (Version 1.0) () Complete Action @ Incomplete Action
Do you accept this
Stipulation? O n/a O ves O No
B I U & x x? Font Family - 12 ~ & I~ I~ =~ =2~ =~ =E E % @ o - -
Provide an
explanation on how
you addressed thi:
Stipulatio:

43



Account: Administrator
My Workspaces

=

IRB Number:

Study Alias:

H-4427!

If you have more stipulations with links to a study document, repeat slides # 35 — 44.

Path: Home > find study > study mgmt.

Form

Department: BMC/BUMC - MED - Institutional Review Board

Study Assistant

Review Response Submission Form - (Version 1.0)

@ teto

My Profile ~

Font Family

Provide an

explanation on how

you addressed this
Stipulation:

[
12 -~ & I~ 9~ =

Compare Document Version ]

() Complete Action @ Incomplete Action

4

options.

\_

When you’re done with this type of stipulations, go back to slide # 8 for more

L]
-
print Friendly | [ Reresh Constant Fietes | [ save Form |
Description:
Fix a sentence in the Flyer
Stipulation Type: (Stipulation must be addressad)
fiction Siatus
Links to Components
(Thase are the items that are Modify Exicti E‘/ Study Document Flyer (Version 1.1)
linked to this stipulation) :t;zh::r::g Action Not Complete -
l | Study Document Flyer (Version 1.0)
Do you accept this — .
Stipulation? L N/A O Yes (U No
o B I u 5
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How to submit the “Review
Response Submission Form”
to the IRB



Before submitting to the IRB, we recommend that you take a last look at the “Current Submission
Components” section by scrolling down (blue arrow) almost at the very end of the “Review Response

Submission Form”. This is what the Pl will see in their signoff page. It’s also what the IRB will see when
reviewing your response. So please make sure that all your submission components are listed in this table.

& Account: Administrator
mj Department: BMC/BUMC - MED - Institutional Review Board @ Help : My Profile - C+Log out
e A, et GRERRRL, Path: Home > find study > study mgmt.

IRB Number: H-44279 ) .. )
My Workspaces = Study Alias:  11/17/2023 Study Assistant Review Response Submission Form - (Version 1.0)

PL: Administrator

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

Form

Current Submission Components

Show submission component(s) in round: | 2 Current Round v | Items in Folder View Add New Component Compare ltem(s) Create PDF Packet @

Include in PDF Packet

Revise/ | All Submission Components

Last Approved | Separate Window

O O IRE - Review Response Submission Form - (Version 1.0 (Incomplete))
O (] ® Initial Review Submission Form - (Version 1.1)
O (] Initial Review Submission Form - (Version 1.0)
Application
O (] @ Study Application - (Version 1.1)
O O Study Application - (Version 1.0)
Attachment Form(s)
w] O @  sample Collection - (Version 5.0)
w] O (@  sample Callection - (Version 4.0)

Consent Form(s)

Category : Adult Consent

2 Main Consent Form (English) - (Version 1.1)
g o ! ® *Revision modified by the IRB.

O O Main Consent Form (English) - (Version 1.0)
Document(s)

Category : Flyer

= = ® Flyer - (Version 1.1)

] O Flyer - (Version 1.0)
Category : Reducing Implicit and Explicit Bias in Research Form

w] O @  siasform - (Version 1.0)

If everything looks good and you are ready to submit to the IRB,

click on the “Save Form” button (green arrow). 46




This will open the “Form has been Completed!” page.

Account: Administrator

Department: BMC/BUMC - MED - Institutional Review Board @ Help 2 MyProfile ~ C+Log out

Path: Home > find study > study mgmt.
IRB Number: H-44279

My Workspaces & Study Alias:  11/17/2023 Study Assistant Review Response Submission Form - (Version 1.0)

Farm

PI: Administratar

Print Friendly

Form has been Completed!

Instruction of Form has Been Completed Screen

fTo submit to the IRB,\

click on “Signoff and
Submit” or “Notify PI »m

to Signoff” (if you are —

\_ not the PI) )

Clicking on “Signoff and Submit” or “Notify Pl to Signoff” (if you are not the PI), will rout
this submission for Pl signoff. Once the Pl signs off, it will proceed to the IRB.

Clicking on “Return to Form” will take you back to the Review Response Submission Form.
Clicking on “Exit Form” will take you back to where you started.
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