Review Response Submission Form

* The “Review Response Submission Form” in
INSPIR Il is equivalent to the “Modification
Memo Reply” in INSPIR I.

e This form is used to reply to the IRB and
address the issues raised when the IRB
conditionally approves the submission, defers
it, or returns it for administrative
modifications.



= iRIS: Application Home - Windows Internet Explorer |:||E”X|

6@ v |ﬂ' https:/ finspir  bu. edujiMedrisfapplication_Main, isp?tab=incompletefs= 130201 7506723 V| i ||E| |£| |I:§) Bing ||,f-'l |*|

File Edit ‘“iew Favorites Tools Help
¥ @ Convert - [ Select

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

b
‘n:u:\ -

& Electronic 5... |ﬁm5m.mm |ﬁims: Log In |@iR15: Ap... X|Ehttp:.|'.|'dccw... |gm5gpp"mtm‘_‘ M- ] gy~ Page - Safety - Tools - (@~

@Jw current Department is BL - MED _

[=]
% Your current review board is IRE Your current cormmittee is Panel Green

Worklist Filter: | All b B Move to Complete |

Incomplete Complete Mot Opened Previously Openad
Tasks Tasks Correspondence Correspondence
1 result(=) found... 1-1
@ Open Task Type El Recsived = Tasks
D Submission Response 04/05/2011 [ IRE returned the submission with the ocutcome of Conditionally
11:31 AM EDT Approved-Pending Changes

Study Title:

Principal
Investigator:
Submission Type:

If you have a “Submission Response” task under Reference Numbe
the “Incomplete Task” tab, click on the icon

under Open to access the “Review Response
Submission Form”. Skip the next 2 slides to
slide # 5.

If you don’t have a “Submission

Response” task under the “Incomplete
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[ MODS REQUESTED 11/3/2010]
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ipulation : Stipulation must be addressed
| StpulationType: StpiEen mos _ Change the answer for “Do you accept the
Do you accept the Stipulation?(provige explanation) . . . .
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on the “Details” button to write your response.

ves v| [ Details.. |

Comments that must be addressed
Mo Stipulation entered.
Comments

Mo Stipulation entered.

Response Comments

Provide a summary of the changes or corrections you made in re

Scroll down and click here to
) Clickhere to access the text editor open the Rich Text Editor.
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Comments tha or all stipulations here.. Click on
No Stipulation “Save” to save and close the text
Comments editor box.
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Response ( ]
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Provide a su

[ Click here to access the text editor.
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Review Outcome Letter

Review a copy of the outcome letter: In most cases, you will need to make
Ve |DateSent | LetterTitle changes to the application, consent forms,

_|03/08/2011 - or study attachments. If this is the case,

G | 06:45:53 AM | Modification Memo .
EST click on the green button to access the
10/02/2010 . o o

MF |05:33:05PM | Pending Letter previous su bmission.
EDT

Previous Submission

A copy of the last submission has been created. Open o make changes or attach revised documents.

[ dick here to edit/view a revised copy of the Initial Review
Submission Form.

Recommendations

Mo recommendation entered.
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1.0 Initial Review Submission

Packet 1.0 Tnitial Review Submission Packet

2.0 Application Form
1.1 Study Title:
3.0 Consent Documents N

4.0 [ Other Study Documents ATHEROSCLEROSIS RISK IN COMMUNITIES: NEUROCOGNITIVE STUDY

1.2 IRB Number:

H-20325
1.3 Principal Investigator: C||Ck "Save and Continue
SESHADRI, SUDHA to the Next section”

1.4 Lay Summary:

[ Click here to edit the Master Lay Summary. |

1.5 Special processing instructions or information about the submission:

[ diick here to access the text editor. |
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1.0 Initial Review Submission . .
Packet 2.0 Application Form

2.0 Application Form
2.1 Attach the IRB application you completed for this protocol:
3.0 Consent Documents (For an Initial Submission the application will automatically attach for you)

4.0 Other Study Documents
[l Click here to create a revision to the attached application.

Show | Edit/

Rev. | Vi Version |Title

F | 1.760116 | Study Application (Version 1.760116)

To view the application (read-only)

To make changes to the application, you
click on Edit/View.

need to create a revision of the
application by clicking on the green
button.
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Click the checkbox to select the application(s) to attach.
Click the Sawve Attachments to attach or unattach forms.
Click the Delete Revision button to delete the selected application.

il Show  Edit/

Rev. Vi Form Name

@ Study Application (Version 1.769477)
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Create a
Revised

Application

B

Add Revision

To add/create a new revision click
here. Then click OK to confirm. This
will take into the Application.
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Click the Sawve Attachments to attach or unattach forms.
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@ Show Editf
Form Name
Raw. View Application

] @ Study Application (Version 1.769473)

Click on Edit/View. This will take into
the Application.
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3.0 to the study

1- The first time you convert to the 2-Click on “Save and
revised application, all the tabs Continue to Next Section”
(sections) after 3.0 will be repeatedly to display all the
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As you move from one section to the other, make any changes that the IRB

requested.
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Show  Edit/

Rev. Vi Form Name

@ Study Application (Version 1.769473)

2- Click on “Save Attachments” to
attach this revision to the
submission.

1-Make sure this check box
is checked before clicking
“Save Attachments”
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Section view of the Form

. Initial Review Submission
1.0 Packet

2.0 B) Anplication Form If successfully attached, the revision
' should show up here. ch for you)

3.0 Consent Documents

4.0 Other Study Documents

Click “save and Continue to
the Next Section”

Frudy Application (Version 1.760116)
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1.0 Initial Review Submission
Packat 3.0 Consent Documents

2.0 Application Form

) 3.1 Attach the informed consent documents (consent/assent forms, consent scripts . 7
3.0 Consent Documents this protocol: C||Ck on Save and

4.0 Other Study Documents lm ket S Continue” When

you’re done.

iated with this submission.

Mo informed consent has beeg

If you need to add or make changes to

the consent form(s), click on this
button. Click on one of the links below
for instructions on how to:
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itial Review Submission Form

1.0 Initial Review Submission
Packet 4.0 Other Study Documents

2.0 Application Form
X 4,1 Attach the other study documents (e.qg. protocol, investigators brochure, recrui
3.0 |5 Consent Documents case report forms, study handouts or other miscellanecus documents):

Click on “Save and

4.0 Other Study Documents lm Cick here o any | Contlnue” When

you’re done.

Title

Scope of work.doc

If you need to add or make changes to a

Study Document, click on this button.
Click on one of the links below for
instructions on how to:
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. Initial Review Submission
10 B e Form has been Completed!

Packet

2.0 Application Form
3.0 Consent Documents

4.0 Other Study Documents

| Exit Form
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Mo recommendation enterad.

Stipulations

, [ MODS REQUESTED 11/3/2010]
) Flease attach the NIH subaward tg

Stipulation Type: Stipulation mus 1- Make sure you answered with “Yes” or

* Do you accept the Stipulation?{provid llNOH the queStion llDo you accept the 2 CI. k

Y8 W . . . . = | n
Stipulation?” for each one of the Stipulation. K0

“Save Form”

Comments that must be addressed
Mo Stipulation entered.

Comments

Mo Stipulation entered.

If you want to add/edit your response in the
“Response comments”, scroll down and
click here to open the Rich Text Editor.

Response Comments
Provide a summary of the changes or corrections you made ig

response to

[E dlick here to access the text editor.
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proceed

< Return to Form |
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