Investigators are notified when revisions
are required by the IRB so that approval
of the protocol submission may be
granted. Investigators can view these
requests for revisions through the Coeus
elRB system.

1. Click on My IRB Protocols. The list
of protocols defaults to those that are
Pending Protocols. Protocols
requiring revisions are assigned a
status noted as either Specific Minor
Revisions Required or Substantive
Revisions Required.

Coeus Home MylRBProtacals My Froposals C0I Disclosure Inbioy Logout
Aprotocots | Pending Protocls | Pmnlmumcrwn\ Amendments & Renewals | Create New Protocal | Protocol

List of Pending Protocols
0901004562 ORG Check Pondingin Progess 20000125
(001004574 (s Sibnitedto RE. &
001004573 HES 2 Subyitedto BB o
(901004572 s sibitedto iy 5
0901004569 Testing Submitedto IRE
901004568 Testing Subited o BB d
0901004567 Tosting Specifc Minor Revisions Required 1o
9010045624001 Resaarch Paricipant Porcaption of Care Project| Amerdment in Progross 20000121
0901004558 Tasln Alin Notifcation Pondingin Prograss 01116

Investigators may also view protocols
requiring action by clicking on
Pending Pl Action.

E List of Specific Minor Revisions Required Protocols

0901004586 Follow-up of Extremely Low Birthweiaht Infants after nutritional couns ...

= List of Substantive Revisions Required Protocols

o rows found with curent selection criteria
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List of Pending P1 Action Protocols

2. In either screen, click on the protocol
to open the protocol record and then
click the View History Tab in the left
hand column.

Amendments/iRenewals
History

+ View History

Send Email

This will permit the investigator to view the
actions and correspondence with the IRB.
Note the “Specific Minor Revisions
Required” in the Description field.

Protocol Action Details

I T T S

Speciic Minor Resisions Requied 0112612009 (11262009 Please contact Elen Bedardatthe  View
HC...

AssignedtoAgenda 0112602009 (172612009 View

Suomitedto RB 72612009 (112612009 Suomito RB View

Protocal Created 0126200 (11262009 Protocal Created View

3. Click View to see the quick comments
from the IRB.

Please contact Ellen Bedard at the View )
HIC....

€ Comments - W'srdnwzaenﬁt—m 7 EIEIAJ

Please contact Ellen Bedard atthe HIC office should you have questions regarding the
revisions requested of the IRB

4. To see the full correspondence, Click on
the | next to the Specific Minor
Revisions Required. Note the name of
the IRB Committee and the Committee
date of review (Schedule Date) is listed
on this screen.

Protocol Action Details
oo [ Jowow Jomas ] ]

= Specific Minor Revisions Required  01128/2009 01/26/2009 Please contactEllen Bedard atthe  View
HIC.
‘Submission Type : Initial Application Review Type: Full
Type Qualifier ;
Submission Status : Specific Minor Revisions Requested
Date: 01/26/2009 Place : Room 205
Committee 1d; 595 Schedule Id : 3252 Schedule Date : 020412009
Committee Name :Human Investigation Committee |

linor Revisions Letter View |
[ Assignedto Agenda 01/262009 01/26/2009 View
[ Submitted to IRB. 01/26/2009 01/26/2009 Submitto IRB View
[ Protocol Created 0112612009 01126/2009 Protocol Created View

For further assistance, contact the Help Desk at 785-4688
or visit the Coeus website: www.yale.edu/coeus
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5. Click on View on the line that notes
Specific Minor Revisions Letter
under the Correspondences section
to view the actual letter.

The correspondence displays as a
PDF.

Responding to the IRB When
Revisions Are Requested

The investigator is required to provide a
written response to the IRB addressing
each of the revisions requested by the
IRB. In some cases only the response
(memo or letter) from the investigator
needs to be uploaded into the system as
it sufficiently addresses the IRB’s
request for clarification.

In other cases however, changes are
required to the protocol documents that
were previously sent into the IRB for its
initial review. As an example, the IRB
may 1) require specific word changes to
Consent Documents or 2) require that
the investigator change interventions or
procedures in the protocol. In the case
of example #1, modifications to the
originally submitted consent document
must be made and re-uploaded into the
system for re-review by the IRB.
Similarly, in the case of example #2, the
original protocol would require
modification and a re-upload into the
system for re-review by the IRB.

For full details on responding to the IRB,
please see the comprehensive Coeus
training manual that is available on the
Coeus website:

http://www.yale.edu/coeus/training.html
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Modifications to Previously Uploaded
Documents

To view changes requested by the IRB that
have been inserted into the documents
already uploaded into the system and/or to
modify documents previously submitted:

1. Select Attachments from the left hand
column.

+ ‘Areas of Research

Funding Source ‘Type: Standard
< Subjects ‘Title: Followe-up of Extre
+ Special Review
Other ldentifiers The purpose ofth
Description: infarmation .

Notes

T ‘Application Date:  |01/26/2009
( Attachments Reference Mum 1:
FDA Application No:

The list of documents associated with the
protocol displays:

\anar\n-ﬂred Consent Documentc‘u;nser.wt.fur Healty Controls 2009012515 5450 Ehr.gnkféﬁi.\Richard Hodify ViewRemove
Pratocol | Protocol Namafive ﬁﬁé Application and Pratocol2009-01-26 1551440 é‘rlwargnkram Richard Modify ViewRemove
[nformed Consent DocumentConsent for Healthy 2009-01-2516:15.44.0 :jlnavce\l‘ BrandyM  Modify ViewRemove Hide History
[nformed ConsentDocumentggggﬁlS{m Heatthy Controls 2009-01-2615:58:54.0 Efrenkranz Richard View

Alan

The IRB coordinator’'s name will display
next to any attachment that has been
revised and changed by the IRB, so it's
easy to recognize who made the changes.
In this case, Brandy Howell made changes.
You can view the attachment, save it on
your computer and work on it.

2. To see the version originally submitted
by the investigator or the history of this
particular document, click Show
History.

Show History

For further assistance, contact the Help Desk at 785-4688
or visit the Coeus website: www.yale.edu/coeus
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3. This will bring up all versions of the 5. Browse your computer and choose the
same document that were either version of the document with the
previously submitted by the changes you made. Click Save.
investigator or edited by the IRB.

MName Date modified Type Size
Show A W background_questi.. 12/4/20084:25PM  Microsoft Office .. 52 KB
KT Undate User lﬂl]eligibiht_\,f_checklist_... 12/4/2008 4:25 PM Microsoft Office ... 45 KB
\nfwrﬁédCoﬁséﬁtDncumentConsentﬁrHeaanmm\s 20.09-6.1-.26.155945.0 E'hrér.wkrén\L.R\chard Modify ViewRemove lﬂl]HIC_app\i(ation_F[.” 12/4/2008 4:23 PM Microsoft Office ... 176 KB
i 7] ®]informed Consent ... 2/6/2009 £00PM  Microsoft Office ... 49 KB
Protacal / Pratocol Narraive HIC Application and Protocol2009-01-26 15:51:44.0° Ehrenkranz, Richard Modify ViewRemove i@ . o . X X
Alan W moderators_guide_.. 12/4/20084:25PM  Microsoft Office ... 48 KB
nformed Consent DocumentCansentfor Healthy 2009-01-26 16:15:44.0 Howell, Brandy Ml Modify ViewRemove Hide History 8 Operations_Logistic... 12/4/20084:25PM  Microsoft Office ... 39KB
Corirols ) WReapproval Request... 1/21/2009929 AM  Micrasoft Office .. 26 KB
Informed Consent DocumentCosent for Healthy Controls 2009-01-26 15:58:54.0 Ehrenkranz, Richard View lﬂl]R efeller CONSE 12/4/2008 4:24 PM Wi ft Offi 60 KB
Alan ocC eller_! e il . ICros0 ICE ...
Note: the screen opens to permit 6. The document that has been modified
investigators to add additional now displays, replacing the document
documents. However, the user must from the IRB.

download the modified version to
his/her local drive and revise it prior to

soul

reuploadlng it. This will help to ensure Ihfdlr%edEoﬁgé:ﬁtDncumentéaﬁsentfﬁrHeahyComm\sEHDQ"-"M‘LZS‘WE‘EMDEhréﬂkrah;Richard Moy ViewRemore

that the IRB and PI acknowledge the o s

editing history of each document. In Froboo Prtaol Narae g\CIApp‘Hcatmnand AR08 1551440 E‘Tmnkmzmtham Moy VewRemoie

Othe_r words, prior to upIoad_mg anew ImormedConsemDncument@?nus?mmrHeahm' 20020 160850 ‘Floas?ener‘MargaretKModiiewRemwe Show Histoy

version of a document requiring Corl

revisions, the investigator first must

modify the previous version. 7. Prior to submitting the changes to the

N IRB, the investigator must upload a
4. Inorder to attach a modified memo or letter summarizing their

version,the investigator will need to response to the IRB’s Request for
review the IRB edited version prior to Notifications. To do so, select Add New
uploading a modified version of a Document. Select that Document type
document fo.r submitting back to the that is Response to IRB Notification
IRB. This will help to ensure that the Requesting Revision. Then use Browse
investigator has reviewed all to upload the investigator’s response.

revisions requested by the IRB. The
investigator may accept all changes
or make additional changes. The
changed version should be saved
to the investigator’'s computer
files. The investigator may choose
to rename the document or add a
date to help with identification.
Using the Modify feature will ensure
that any changes in title are still
associated with the same document
and will be recorded in the history.

For further assistance, contact the Help Desk at 785-4688 Version: June 2011
or visit the Coeus website: www.yale.edu/coeus
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3 Coets Vieh Application - Microsoft Internet Explorer
Fle Edt View Fovortes Taols Hep

Gu-0 BB fom do @35 1 DS 10.Click Submit for Review.

s g s syl O o) YBe k> &

Google G~ Vi@ QR+ Q - & womster Brbicded ek v yaiin e Sl ¥ Dt @t
Coeuslite User: Ehrenkranz, Richard Allan. ° < Su hm it For Re?-ﬁ'w
Current Locks .:. -
Coeus fiome My IRBProtocols My Proposals ColDisthosure wlt hd raw sl hl‘ll IS510N

7 Gl Protacal : QEDSOCH494(Speciic Minot Revisions Reqpied) Expiafion Dtex
Investigator: Trang,Heping Last Approval Date:
§ Onganiaation Tile: Estaklishingthe Deta Coorcinalion end Anchs 3 Ceaterforth,

g Ty 11. Choose Response to Previous IRB

L Notification as the Type.

Add New Document

=2

¢ ‘hreasof Research

Docunent Type: | Response o B Ncticaicn Reuesing v Deserpion: Resgotseto SUR 01232009

y Funding Source.

. |-~Please Seleit---
Silfects FiName: et consentDooument | [Boxe])
[forriation 3hee:
i hovow (Advetisernen Resnutmet Brathure
Other Wentifiers IProlacol/ Profarol Nar alive

Submission Details

T Biochurs “Type: Response to Previous IRB Notification
Vit (Crlireris Asserr Forr Al Select
HPAA Rz5eaicn Ahcrizetion Fom i —Flease selecl—
o [HPA& Aaiver o” Researst Authofaacn Fon Type Q“a"ﬁen

(Campaund Authorizztion Formn lnmal Appllcatlon
Machnents ) el Peissicn Fom Submit |Continuing Review/Continuation
3questfor Reapproval (Renewal)
Dther Attachmerts Amendment
Response to Previous IRB Notification
Self Report of Non-Compliance
Complaint
Adverse Event
Report of protocol-related COI
Requestta Close
Request for Suspension
Requestto Close Enroliment
FYl
Request for Data Analysis Only
Request to Re-open Enrollment
Continuing Review/Continuation and Amendment

Sttt to IRB

Rpproval Raving

X | (§ Toheppotectyour ey et Expre

2 Itenet s - & G

8. When all attachments and the

response are uploaded, then the Emergency Use

response can be submitted back to the

IRB. To do so, select Validate from For Review Type, choose Expedited, if the
the left hand column. IRB has indicated Specific Minor Revisions,

and checkoff checklist # 10
¢  Attachments
Other Attachments *Review Type: Expedited -
M —Please Select—

9. Once Validation Rules have been
passed successfully, select Submit to
the IRB from the left hand column. IRB Review not required

[ Submit to IRB

Approval Routing 12.Click Submit.

Amendments/Renewals
History

v View History
Send Email

For further assistance, contact the Help Desk at 785-4688 Version: June 2011
or visit the Coeus website: www.yale.edu/coeus



