How to Add a New Consent Form

Note: You don’t usually start here, this
would be a continuation or a part of an
Initial Review submission, an
Amendment, or a Continuing Review
submission.



If you haven’t already done so, click on the green button

to take you to the “Attach Informed Consent Document “
page.

Il Click here to attach a new informed consent.

Mo informed consent has been associated with this submission.
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Click the checkbox to select/deselect the document(s). Add Document | _[m Save Attachments

Click the Add New Document button to add a new consent document.

Click the Add Revision button to create a revised consent document.

Click the Delete Document button to delete the selected consent documents.
Click the Sawve Attachments to attach or unattach consent documents.

. . . . . . - Create a
Show Editf - UnApproved Approved Review ~
@ Rev. View Version Consent Consent Language Outcome n“"’“"'g""m Tt

Ma inform consent document has been created for this study.

Click on “Add
Document”
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PI: Khattar, Khaled Informed Consent Document 4| Back

Study Statl.s:Stud]r Title: Testing 3-16-2011

Expiration Date:

0O Add an informed consent from the list of Informed Consent Template
Documents?

Click here to upload

Add an inf ed tf isti lectronic d t Iread 1
O hav;‘?" Inrorm Consen rom an existing lecironic document you already Forelgn Ianguage

consent forms .

® Add an informed consent from the list of Informed Consent Builder
Templates?

2- Click on
“Next
Screen”

1- In most cases, you will use this option to create

a consent form using the Consent Builder.
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udy Nickname: 3-16-2011
PI: Khattar, Khaled Informed Consent Document 4| Back

Study Statl.s:Stud]r Title: Testing 3-16-2011

Expiration Date:

Select the appropriate 28 A
b the left side of

* Please select the

Consent Template: | —none-—-
Consent template ¢ Save Consent
D tE_:mpI_ate in
Provide the Consent Title | review It. b
if different from the 3
2. Download the document to your

template name:

workstation by clicking the Download
button at the top right side of the screen.
Your browser will then ask if yvou would like]_

ersion Ua " to save or open the file named

"ConsentDocument.rtf”. Click the Save
aption. This will download the file to yvour

* Yarsion Number: I:I_[] workstation.

3. Click the Complete Checkout button in
vour browser window.

* Language: | —-None— b
A ¥ oran nma adit thie drenment neinn :l

* Reconsent Reguired: C}Yes @Nu

Reconsent Reason:

[ £
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udy Nickname: 3-16-2011
PI: Khattar, Khaled Informed Consent Document 4| Back

Study Status: BET; Study Title: Testing 3-16-2011 . .
- _ ) Fill out this screen and

Expiration Date: then click on “Save
Consent”

[>

* Please select the

| Non-Exempt Consent Form Template 1. Complete the fields to the left side of

Consent Template:
the screen then click the Save Consent
link. This will open the ICD template in
Provide the Consent Title vour browser so you can review it. 1

if different from the |Main Consent

template name: 2. Download the document to your

workstation by clicking the Download
button at the top right side of the screen.

- Your browser will then ask if vou would like

* " =
e arey (152011 v to save or open the file named

"ConsentDocument.rtf”. Click the Save

aption. This will download the file to yvour

* Yarsion Number: _[] workstation.

3. Click the Complete Checkout button in
vour browser window.

* Language: | Englizh b
A ¥ oran nma adit thie drenment neinn :l

* Reconsent Reguired: C}Yes @Nu

Reconsent Reason:

[ £
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udy Status: al-133

Study Title: Testing 3-16-2011

ation Date:
= pownload |

- black text represents recommended lang epresents REQUIRED language, the IRE may require it |
e replaced.
JOFREAD THE FINAL VERSION BEFORE SU You will find a lot of check =

boxes for template language or

statement. Click on the

statement to view its contents
ckground
fly describe here the background of this study, stating that the stu olves research, the expected duration of the subjectTs participation in the
dy, and why the potential subject is being asked to participate. Pro subjects with information about the study sponsor(s).

Check here if the PI is both the investigator and the clinical’physician of the subject.
e

A S el intranet | fa -] Riowe -
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to be replaced. || vour doctor an inwvestigator of thiz rezearch study. Az an investigator, vour doctor is interested both in vour clinical welfare and in the conduct of this
ing thiz =tudy or at any time during thiz rezearch, you may want to azk for a econd opinien about your care from another doctor who i= not E

PROOFREAD THH iz gtudy. You do not have to participate in any rezearch study offered by vour doctor. b
Background

Briefly describe . “« ” : . : N in the

study. and why Click “Close” to close this window. And if

you would like to include this language
[1 cCheg . .
in your consent form click on the
- corresponding check box. :
T P [ i o Anel -
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tudy Nickname: 3-16-2011
PI: Khattar, Khaled Informed Consent Document 4| Back

Study Statl.s:Stud]r Title: Testing 3-16-2011

Expiration Date:

The black text represents recommended language.” It may be removed or edited; however, if it represents REQUIRED language, the IRB may reqg
to be replaced.

PROOFREAD THE FINAL VERSION BEFORE SUEBMITTING TO THE IRE.

- Scroll down and check the box for each
Background language or statement that you want to be
included in your consent form.

When you’re done,
click on “Download”

Briefly describe here the ba d duration of the subjectC s participation in the
study, and why the potential subject is being asked to participate. Provide subjects with information about the study sponsor(s).

Check here if the PI is both the investigator and the clinical physician of the subject.

[ £
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Checkout the Study Informed Consen@z{ENNT 05|

Instructions:

Step 1: If vour browser blocks pop-ups, then after a
your browser.

%, To help protect your security, Internet Explarer blocked §

Simply click an the bar and a small drop down list wil

From: inspir.bu.edu

Do you want to open or zave this file?

Mame: ConsentDacurent, rkf
Tupe: Rich Text Format, S41KE

>

Open

J

Ji Carncel ]

Step 2: In a few moments, your browser will prompt
this is not the actual File Download box, it is only a pi

to Save it to vour workstation.

D pou wanl 10 oprn

o

Hamsshig

While files fram the [nternet can be uze
harm pour computer. [F you do nob trust
zave thiz file. wWhat's the nsk?

e files can potentially
rce, do nok open or

Complete Checkout

Type' - Hhcraich Word Dooumad, 23,508
Frong 6522042 M6

L Ooen Gan [ [ Concet ]

e
Ll b
s s b, W' o k7

To do so, click Sawe. This will open up a window similar to the o
workstation you would like to save the document.

Once you've selected where yvou will save the document, click S
as shown below. From here you can choose to open the docume
or Close the Download Complete box to edit the document later.

Step 3: IT IS VERY IMPORTANT that after vou've saved the file to vour workstation and
£ il

You will get this popup screen. Click on

Cancel

“Save”

closed the Download Complete




Presentationl - Microsoft PowerPoint
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| Home l Insert Design Animations Slide Show Review View Developer Acrobat
E & | S Bmon- T - || E [ s;||+=,|ﬂfi* @ =1 () Qseapefil- ) i Find
= 4 - — — Ee = 3
Ee| Reset _:J* D -ﬁd’ E_? Shape Cutline ~ ﬂk‘ Replace -
Past M AV = AE == == Sha A ick
- ¥ srr;:,* {7 Delete | B 7 U abe & - Az ||é |= = = =||== | - L i S%LII;' ) Shape Effects - || 3 Select -
Clipboard ™ Slides Font ] Faragraph F] Drawing ] Editing

Siides Qutline x|

0% of System_Download_Servlet from inspir.bu.edu... |._|

u
Save As

by Recent
Documents

Click on the “Desktop” to save

it there, or browse to where

you want to save it. Then click
on “Save” again.

ConzentDocument. it

File: narme: ‘

Save as bupe: ‘ Rich Test Farmat

My Hetworl,

Click to add notes




/" iRIS: Download the Study Consent - Windows Internet Explorer

Ge - |@ https:f finspir, bu, edujitMedrisSystem_Download, jsprs=1302286139341 Y| Q ||E‘ |£| |t§) Bing ||4f:l |‘|

File Edit ‘“iew Faworites Tools Help

x ﬁc:::nvert - Select

57 Favarites | 55 W MsM Mk MSNBC €| Hotmail @ | Traffic for Boston, Massa,., =

EE v]ﬁLOGIN ]ﬁo:nsent;...]ﬁhttp:ﬁw... ]ﬁmsw.mm ]ﬁims: Lngln]@ims:... x]ﬁhttp:ﬁdc..ﬂ_‘ fa - 7 gy v Page - Safety -~ Tods - (@~

>

[N

BOSTON e
MEDICAI = Download complete

IACHPTIONAL CARE WITHOUT DNCIFTIN

CAMPUS

Checkout the Study Informed Conse Q& 4 |Back
=

Instructions: Download Complete

Step 1: If vour browser blocks pop-ups, then after
your browser.

Ifil?n bl Ee Gtk voliF Smcuty. Tnberrist Explore blocked ConsentDocument. rtF From inspir.bu.edu
[iiiii-iiiiiiiiiiiiiii-iiiiiiiiiiiiiii-iiiiiiiiiii
Simply click on the bar and a small drop down list w| Downloaded: Sk n 1 sec

Download to: C:\Documents and .. \ConsentDocument, rEf

Transfer rate; S541KESec

[] Cloge this dialog box when download completes

Step 2: In a few moments, your browser will promp
this is not the actual File Download box, it is only a
to Save it to vour workstation. | [ Open ] [ Upen Folder ] L Llose J

D pests wianl o e zivwe thiz e ?

Eﬂ Misme: ik oo monts--tk mmemas2. ot [ Complete Checkout
Tupe Meraicht Word Duconer, 2358
Fronn 6522042, 145

—— Fyo ) [ Cancel

\hen sz ko the [nbeiret can be ursbl. some fler can potantisk
Fern oo comgafen I pou o rok sk Bhe soorce. do ol open o
seen e s, WTiad's e 1Rk

To do =0, click Sawe. This will open up a window similar to the one shown below that
workstation you would like to save the document.
Once you've selected where yvou will save the document, click Sawve. After this, the D) . " ” .
as shown below. From here you can choose to open the document to edit it, open the ClICk on CIOSG to CIOSE thIS pOpU p
or Close the Download Complete box to edit the document later.

Step 3: IT IS VERY IMPORTANT that after vou've saved the file to vour workstation a
£ il
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Checkout the Study Informed Consent

Instructions:

Step 1: If vour browser blocks pop-ups, then after a few moments a bar similar to the one shown below may appear in
your browser.

%, To help protect your security, Internet Explorer blocked this site From downloading files to your computer, Click here for options. ..

Simply click on the bar and a small drop down list will appear. Click Download File from the list of options.

More information

Step 2: In a few moments, yvour browser will prompt vou to either Open or Save the file (see example below). Note:

this is not the actual File Download box, it is only a picture. In order to Check-out the document and edit it, you will need
to Sawve it to

Complete Checkout

Cancel

\hen sz ko the [nbeiret can be ursbl. some fler can potantisk
Fern oo comgafen I pou o rok sk Bhe soorce. do ol open o
seen e s, WTiad's e 1Rk

To do =0, click Sawe. This will open up a window similar to the one shown below that allows you to choose where in your
workstation you would like to save the document.

Once you've selected where you will save the document, click Save. After this, the Download Complete box will appear
as shown below. From here you can choose to open the document to edit it, open the folder that contains the document,
or Close the Download Complete box to edit the document later.

Step 3: IT IS VERY IMPORTANT that after vou've saved the file to vour workstation and closed the Download Complete
£ il
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Note: This will indicate to everyone
that you checked out this document
for editing, and no one else can access
it. If you changed your mind, you can
always reverse this by clicking on
“Undo Check-out Document”

A copy of the original

Consent Form will appear
here.

Reconsent Reason:

e e ‘:‘::";" Administrator at 04/08/2011 02

Check-in when you are done editing -
to upload the document back into [ Check-in Document...
iRIS.

Revert to the document stored in [

iRIS. Undo Check-out Document.

[ £

Lk o] |




(Note to Mac users only)

INSPIR Il creates and downloads the consent form in Rich Text File
(RTF) format. This RTF consent form needs to be opened on your
Mac in Microsoft Word for the headers and footers to be included.

Macs by default open RTF files using “TextEdit” which strips the file
of any advanced Word features. The only solution is to tell the
system to “Open with” MS Word all RTF files by default. To do so,
first click on the “Downloads” icon on your screen (at the bottom)
and then select “open in Finder”. In the “Finder”, locate the RTF
consent file and right-click on it (on a touchpad, click with two
fingers). Select “Get Info” from the dropdown list. In the “get Info”
popup, under “Open with”, select “Microsoft Word”, and then click
on the “Change All...” button to set it as the default. Now when you
open the RTF consent form, it should open in MS Word, and the
headers and footers should be there.
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tudy Nickname: 3-16-2011
PI: Khattar, Khaled Informed Consent Document 4| Back

Study Statl.s:Stud]r Title: Testing 3-16-2011

Expiration Date:

*Wersion Date: |0&4/02/2011 v

*Wersion Number: _|:|
* Language: | Englizh b

* Reconsent Required: O Yes '@' Mo

After you have finished editing the
Consent Form, save it to your

desktop. You need to come back to
this screen to upload the finished
This document is currently checked )\ ioico00r ot 04/08/2011 02:13 PM EDT consent form. You would click on

Reconsent Reason:

out by.
Check-in when you are done editing [

T e Checkin Document. ] “Check-in Document” to upload it
iRIS.
and proceed.

Revert to the document Stnri‘;:l[;“ [ Undo Check-out Document... J

Lk o] |
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udy Nickname: 3-16-2011
PI: Khattar, Khaled

Study Status:

(= Upload Document - Windows Internet Explorer

Expiration Date:

Document Location: [ save Consent |
Instruction: Uploading a document into iIRIS™ requires locating the document on the comput RTF

Once you have located the document click on the 'Save selected file' button. The buttons will
become disabled. If the document is a large document the window will stay in place until the

upload operation has completed.

This document is currently checked
out by.

Check-in when you are done editing
to upload the document back into
iRIS.

Revert to the document stored in
iRIS.

Lk o]

Administrator at 04/08/2011 02:13 PM ED
After clicking “Check-in Document”, you’ll get this

Check-in Dy t.. .
! — popup screen. Click on “Browse” to browse to
[ Undo Check-out Document._ where the Consent form is.

[ £
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udy Nickname: 3-16-2011
PI: Khattar, Khaled

Study Status:

(= Upload Document - Windows Internet Explorer

Expiration Date:

Document Location: |C\Documents and Settings\kkhattar\Desktop\CongentDocument.rif |Lﬁmse ESEI'\I'EC[IE-EII'II |
I{:i |
*Wersion [ . . . . .
ersian Instruction: Uploading a document into iIRIS™ requires locating the document on the computer. RTF

Once you have located the document click on the 'Save selected file' button. The buttons will
become disabled. If the document is a large document the window will stay in place until the
upload operation has completed.

E save selected file | €3 Cancel |

T"is"“""""’“m‘“”"““":'ﬁﬁ" Administrator at 04/08/2011 02:13 PM EDT

Check-in when you are done editing
to upload the document back into [ Check-in Document... ]
iRIS.

e | CEEDSEREUE®  Once you find the consent form, select it and click &
| “Open”. Then click on “Save selected file”

[ £

Lk o]




/= iRIS: Informed Consent Document - Windows Internet Explorer

G{g;, v |@ https:/ finspir bu. edujiMedris/Study_Consent, jspPFORM_MODE=EDITas=1302791623731 V| i ||E\ |£| |I:§) Bing ||,f-'l |*|
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BOSTON %2
MEDICALI ! :

CAMPUS CACIPTICHAL CARI WATHOUT CACIFTION

udy Nickname: 3-16-2011
PE: Khattar, Khaled Informed Consent Document

Study Statl.s:Stud]r Title: Testing 3-16-2011

Expiration Date:

Consent Title: |I'|'Iain Conzent

*Wersion Date: |04/08/2011 v

*Warsion Number: _[|
* Lamguage: | Englizh w

* Reconsent Reguired: OYES @Nu

Click on “Save

Reconsent Reason:

4
Consent
Check-in when you are done editing
to upload the document back into [ Check-in Document... ]
iRIS.
SEmorlisrrel el sb"'?l'ldlis" [ Undo Check-out Document... ]
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BOSTON =t

MEDICAI :

CAMPUS |[r———

tudy Nickname: 3-16-2011

PE: Khattar, Khaled Attach Informed Consent Documents 4] Back

Click the checkbox to select/deselect the document(s).

Click the Add New Document button to add a new consent document.

Click the Add Revision button to create a revised consent document.

Click the Delete Document button to delete the selected consent documents.

Click the Sawve Attachments to attach or unattach consent documents.

Create a

Show Editf - UnApproved Approved Review Approval Expiration R i
@ Rew. View Version Consent Consent Language DOutcome Date Date Slesnlil
Document
Add Revision

10 @ Main Consent
[l 04/08/2011 T
RTF Englizh

1- You can repeat these steps to add more consent forms. Once

you’'re done you need to attach the consent form(s) to the
2- When done, click

on “Save
Attachments”

submission by checking the text box adjacent to the selected
consent form.




	How to Add a New Consent Form
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9
	Slide Number 10
	Slide Number 11
	Slide Number 12
	Slide Number 13
	Slide Number 14
	(Note to Mac users only)
	Slide Number 16
	Slide Number 17
	Slide Number 18
	Slide Number 19
	Slide Number 20

