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Stu d y Re q u i re m e n tS ROI Team Sheet Links SOP Documents ROI Site Requests ROI User Account Requests

. [J Research Study Sites & Study Request SOP Ready 14 - Ready 8
1 . C u rre nt I R B Wlth fu t u re [J Research ROIconnect User Access Request & User Request SOP In Progress () In Process 0
. . & Denied Requests - Resubmission & Denied Resubmission SOP In POC 0 Waiting 20
eXpI ratlon date @ SharePoint - ROIconnect Waiting 0 Hold 1
Hold 0 v

2 - L I St Of eXte rn al reVI ewe rS Wh O ROI Site Requests ROI User Account Requests
should be associated to the B S

Ready ‘ #NO MATCH 0
St u d y 02001079 Cancer Center NRG 02001079 02001469 Adam M. Hartzell adam_.hartzell@ther
. 02001127 Cancer Center NRG 02001127 H19158 Anna L. Magee Anna.Magee@ICOI
3 . Patlent M RNS to be add ed to 02001206 Cancer Center NRG 02001206 00029561 Caroline Yussuf Caroline_yussuf@e
02001282 Cancer Center NRG 02001282 02001120 Charlotte A. Esancy Charlotte.Esancy@
St u d y 02001477 Cancer Center NRG 02001477 :]3;;:011:1;3146 ETCTN10300, ETCTN10334 DleJuana S Colfeman df:o]eman@lherade
02001610 Cancer Center NRG 02001610 and 02002333 Diane H. Begovich diane_begovich@e
02001992 Cancer Center NRG 02001992 02001173 and 02002333 Diane H. Begovich diane_begovich@e
02002258 Cancer Center NRG 02002258 00000199 Emily A. Jenner ejenner@ecog-acril
02002941 Cancer Center NRG 02002941 02000666 Emily A. Jenner ejenner@ECOG-A(
. 02003080 Cancer Center Shanghai Henlius Biotech, Inc. 02003080 . 02000826 Emily A. Jenner ejenner@ecog-acil
E p I C Setu p Amnn~ain A e e ai e et e oAmammaan " . 02000753 Emilv A. Jenner eienner@ecou—ac’ril

1 ] Study CO ntext (5xxxx) & ROI Research Patient List Update Request Need Help? Please use the form below. Thanks!
2 . U S e r a C C O u n tS Pending Patient List Requests

Study Title PGPID  IRB Number Uzﬁ[e)d
1_ Users are attaChed to StUdy |Hea|iananswluAdvam0200131ﬂ | 31072 02001318 \C 5
‘Cancer Center Kite Pharma, Inc. 02002517 31278 02002517 s

#NO MATCH #NO MAT 02001713 #NO M;
context Escalation Request
3 . Pati e nt I iSt (3XXXX) Use this form to request an update or escalation. This form will notify

management and allow us to track all requests in one place.



https://app.smartsheet.com/b/publish?EQBCT=f4a24f777a3b4ff6892ac033e1725ba6
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Initial Study Request

* We need a current IRB so we can have a current expiration date. This drives
the expiration date for to the user access and the patient on the list.

Submitter

Coordinator IRB Study receives an

submits expiration Request is context is Serrr?:;!c;ggt

with study
eDH context
number

Smartsheet date is approved created in

request verified



https://app.smartsheet.com/b/publish?EQBCT=a98c3ac6130343869391ef1dc73842f9
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User access request

» Enter a separate request for each user. We use the IRB number to connect
the user to the site context so this must be entered fully.

« Brand new users get an IAM email and a Smartsheet email. Returning users
(or additional studies) will only get the Smartsheet email.

* There is only one access expiration date — we try to track and keep it to the
last date.

Once study is
created and Users will
marked receive an

User request

: A will
is entered and ccess

expire on IRB
expiration date

connected to

complete, the email with log-
study

user creation on instructions
is ready



https://app.smartsheet.com/b/publish?EQBCT=1222e0947a0f453fb82ca82b59a4e1b8
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Patient Lists

* You will need the study context to connect patients to studies (5xxxx)

* Please submit patient lists in an excel sheet with MRN and patient name.
This allows us to cut and paste into the eDH form.

» Future state: Coordinators will have access in eDH to maintain patient lists


https://app.smartsheet.com/b/form/51610a4a98854f3d92ef2b5d873a79de
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Study Renewal

* Renewal reminders will go out 4 weeks before expiration
 Afinal reminder will go out 2 weeks before expiration

 Attach the updated IRB to the Smartsheet request and enter the new end
date and the study, the users, and the patients are all manually updated.


https://app.smartsheet.com/b/form/6cc0246ffc8449fb9256c446ea42a9c6
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Request

Study renewal

* | will try to email submitter first

* |[f | am unable to manage through email, | will deny the request and the
submitter can edit in the Accounts Dynamic View

ROI Research Study Accounts - Denied ¢

¥ Fiter )

Request Status

Denied

Denied

Denied

Denied

Denied

Denied

Denied

Denied

Denied

Denied

Denied

Denied

Denied

Denied

Sponsor

Privacy Review  IRB Number Protocol Sponsor Organization
Number

Declined 2002135 EAST002 Nectero Medical Inc.

Declined 02001457 201819: ENCIRC Edwards Life Sciences, LLC

Declined 02001918 D926FC00001  Astrazeneca

Declined 02001918 D926FC00001  Astrazeneca

Declined 02001918 D926FC00001  Astrazeneca

Declined 02001955 IMGN853-0421  Immunogen

Declined 02002186 RABI767:201  Panafina

Approved 02000666 EABI71 ECOG-ACRIN

Approved 02000753 EA2187 ECOG-ACRIN

Approved 02000826 EA2174 ECOG-ACRIN

Declined 02001057 Cellphire Therapeutics, Inc

Declined 00000199 EA6141-KTC Tes ECOG-ACRIN

Declined 02002111 Cook Research Inc

Declined 02002558 Bria-Cell Theraputics

Details

Data | Attachments(5) Comments (1)

DH Department. ROIconnect Agreement - Research signed 16F.
Feb 19,2024, 24 AM by Netalie Lynch (S08K)

Heart and Vascular Scully Main ICF Pro00073223 Jan2622.pdf

Feb 19, 2024, 24 AM by Netale Lynch (243K)

Heart and Vascular

Feb 19, 2024, 5:24 AM by Netalie Lynch (290K)
Correspondence.for MOD00021443.pdf

Feb 19, 2024, 824 AM by Netalie Lynch (111K)

Study Title DH Study Coordinator Email
Heart and Vascular 2002185 natali org
Heart and Vascular Edwards Life Sciences, LLC 0200145 Delan rg
Cancer Center Astrazeneca 02001918 hel

Cancer Center Astrazeneca 02001918 hel

Cancer Center Astrazeneca 02001918 hel

OCR Immunogen 02001955 christina.a.seymour@hitchcock. org
Center for Digestive Health/ 0200218¢ jessical. 9

OCR ECOG-ACRIN 02000666

OCR ECOG-ACRIN 02000753

OCR ECOG-ACRIN 02000826

Heart and Vascular Cellphire Therapeutics, inc. 0200105

OCR ECOG-ACRIN 00000199

Heart and Vascular Cook Research Inc 02002111

Cancer Center Bria-Cell

Erin E Lynch@hitchcock org
Erin E Lynch@hitchcock org
Erin E Lynch@hitchcock org
meena k gurung@hitchcock org
rin £ Lynch@hitchcock.org

Anjana R Mordani@hitchcock org

rebe org

org

Scully Initial Approval Notice Jan2624.pdf

Feb 19, 2024, 524 AM by Netalie Lynch (306K)

ocR

Heart and Vascular
OcR
Heart and Vascular

Cancer Center

0 AuachaFile

Smartsheet Dynamic View

ROI Research Study Accounts - Denied

¥ Fiter =

Request Status

Denied

Denied

Denied

Denied

Denied

Denied

Denied

Denied

Denied

Denied

Denied

Denied

Denied

Denied

Privacy Review

Declined

Declined

Declined

Declined

Declined

Declined

Declined

Approved

Approved

Approved

Declined

Declined

Declined

Declined

IRB Number

2002135

02001457

02001918

02001918

02001918

02001955

02002186

02000666

02000753

02000826

02001057

00000199

02002111

02002558

‘Sponsor
Protocol
Number
EAST002
201819 ENCIRC
D926FC00001
D926FC00001
D926FC00001
IMGN853-0421
RABI767-201
EAs171

Ea2187

EA2174

EA6141:KTC Tes

‘Sponsor Organization
Nectero Medical Inc.
Edwards Life Sciences, LLC
Astrazeneca

Astrazeneca

Astrazeneca

immunogen

Panafina

ECOGACRIN

ECOGACRIN

ECOG-ACRIN

Cellphire Therapeutics, nc.
ECOGACRIN

Cook Research Inc

Bria-Cell Theraputics

Study Title

DH Study Coordinator Email

Heart and 00213

Heart and Vascular Edwards Life Sciences, LLC 0200145

Delaney.V.Gray@hitchcock org

DH Department

Heart and Vascular

Heart and Vascular

OCR Immunogen 02001955

Center for Digestive Health Lebanon Panafina 0200218¢

OCR ECOG-ACRIN 02000666

OCR ECOG-ACRIN 02000753

OCR ECOG-ACRIN 02000826

Heart and Vascular Cellphire Therapeutics, Inc. 0200105

OCR ECOG-ACRIN 00000199

Heart and Vascular Cook Research Inc 02002111

christina.a seymour@hitchcock org

ocr

jessica.

Erin E Lynch@hitchcock org

Erin E Lynch@hitchcock org

Erin E Lynch@hitchcock org

meena.k gurung@hitcheock.org

Erin E Lynch@hitchcock.org

Anjana R Mordani@hitchcock org

Heart and Vascular

ocr

Heart and Vascular

a nter Bria-Cell

Details

Data  Atachments (5) ~Comments (1)

Request Status

Denied

Privacy Review

Declined

RS Number
2002135

Sponsor Protocol Number
EASTO02

‘Sponsor Organization
Nectero Medical Inc.

DH Study Coordinator Email
@ nataie ciynchahitcheock org

DH Department

Heart and Vascular x

Study End Date:
UNIUNIUNKN

Resubmit
(Check the Resubmit checkmark when the submision is complete.
‘and ready o go back to Privacy for review

(@]

x



https://app.smartsheet.com/b/publish?EQBCT=333c4d2e51ff4fcca6952be201613083

