Keck School of Medicine of USC

Clinical Trials Office

Subject — Registration and Consent

Study team will receive an OnCore notification that the study is open to accrual (enrollment). Once the study is
open, study coordinators with access to the protocol will have the ability to register new study participants. Any
study that uses the Research Order Form (ROF) will require that patient sign the Informed Consent Form (ICF)
and HIPAA disclosure forms. Both signed forms need to be uploaded to OnCore at the subject level. Approved
study level ICF and HIPAA forms are located within iStar.

Register Subject in Cerner/KeckCare

Study participants where at least one visit will be performed at USC need to be in Keck Cerner. In order to
register USC patient in OnCore, the patient must be registered in Keck Cerner first. Research ID (cMRN) is the
unique identifier within OnCore that identifies a patient.

Check if subject is registered in Keck Cerner.

Steps:
1. Login to Keck Cerner

Scermer  Keck Medicine

of USC

ne

Domain:

2. Navigate to Patient -> Search
PowerChart Organizer for Chung, Leslie

Task Edit  View hart  Links Motifications  Navigatio
i (& Home [=1Messa kCare /

i3 Charges [ Char

edicat

Patient Management Conversations

(98]

Enter First Name, DOB, Last Name
4. Click Search
If result not found, register patient in Keck Cerner

@, Patient Search

e

Y—— No persons found
@, Patient Search x
N Oncore |
DOB:
First Name: Address City Phone =
- . SO— -
Test e | 01/01/01 9Years | 123MAINSTREET | PALM SPRINGS 760-123]
o WII5E 65Years 0000 SOMEWHERE AR FARAWAYLAND  000-000 Last Name:
[p— - SE Patien|
LastName: Any Phone Number.
Patient
Any Phane Numbs
I =
MRN. & o l—‘ No encounters found
Encounter £
EstArival Date  Patient Type Encounter#  Facility Location Attending Physician 2 I:l
Encounter # 12120/20188:00 | PreReg 699288346 | KH-USC USC-0S Doheny Outpatient Surgery  REZNIK MD. ALENA
[ || rzmevssn  rere 699746189 KH-USG GILL MD, INDERBIR S
- 12113/20188:00  PreReg 699052833 | KH-USC KOGHHAR MD. AMIT Sl il
Al Reset 12132018800 PreReg 699054607 | KH-USC jery | SHEIKH MD, MOHD RA&:
A
1|Page 20250816

INTERNAL
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5. Navigate to Patient -> Patient Management Conversations -> Register Patient
PowerChart Organizer for Chung, Leslie

Task  Edit & & hart  Links MNotifications Mavigation Help

| (2 Home (=1Messag kCare Assist & MyExperience Tracki

Recent »

§ ¥ Charges 5 Charg edication Administration g PM Cor

MNew

Patient Management Conversations b Add/Maodify Person

Pre Reg

Inbox  Proxies Pools Register Patient
e ———
View Encounter
Display: | Last 30 Days Patient Portal Registration

6. Enter Patient Information
7. Click Search
8. Click Add Person

@, Person Search

7

Last Name: No persons found.

[patient |

First Name:

[oncore \

Middle Initial

Encounter #

55N

No encounters found.

DOB:

njenrnn L.

\Lﬁlmn.—/
| -

E Search ’ ) Reset

oK Cancel Preview. Add Encounter

9. Enter * to search for Facility Name
10. Select on Facility
11. Click OK
# Organization *

Select the facility and/or client to which the encounter should be
registered.

Facility Name  Facility Alias
C ED
Hoag Hospital Mewport Beach A
Keck Hospital of UISC

Keck Hozpital of USCHCC Il Radiology Clinic

L& COUNTY

MOMN-12060 Clinics

Morriz Cancer Hogpital h

Facility:
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Subject — Registration and Consent

Steps:
1.

[98)

hd

Navigate to Subjects -~ CRA Console

Select a Protocol
Click Register Subject

& OnCore

4

B Admin

¥ Audits / Monitoring

¥ eCRFsi/Calendars

¥ Financials
¥ My Console
¥ Protocols
¥ Reports

#  Reviews

3 Specimens

| * Subjects

Menu = eCRFs/Calendars« Financials~ Contacis Pi

% CRA Console

#  Pre-Scresnina

CRA Console

Protocol No.: 001
Protocol Target Accrual: N/A
RC Total Accrual Goal (Upper): N/A

Short Title: Compassionate use for cefiderocol
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lect Protocol
001 Accrual Details
Page Size| 100 ¥
Select Subject
L Study_Site
Financial Events
SAEs
Deviations
FAQs
r
Register Subject
B
Find Subject ELEzE 25
. N Race™
Study Site* | Keck Hospital of USC . Study Site* | Keek Hospital of USC -
American Indian or Alaska Native
Research ID Research ID* cian
TR Last Name* Black or African American
_ Native Hawaiian or Other Pacific 1slander
First Hame*
Birth Date = Other
Middle Name Unknown
First Name | ftest Suffix White
Gender v
Birth Date* Aparaiz
Not Avail?
Clear Create New Gender
Ethnicity*
Expired Date: Approx?
Last Known Alive Dale
Add Clear All Close
Results Count: 44
Research ID Last Name First Name Middie Name Suffix Gender Birth Date:
1169480 TEST TEST F 111811
1169481 TEST TEST F 0412712008
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7. Select the patient from the Results (ResearchID is the cMRN from Keck Cerner)
If the patient is in Keck Cerner but not showing from the result page, please email

oncoresupport@med.usc.edu

If patient is from a different institution (HOAG, LAC ...)

a. Click Create New
Select Study Site

Click Generate

Enter all Required fields

e o

e. Click Add
Find Subject Subject Details
) ) Race™
Study Site* — Study Site* || Hoag Memorial Hospital Pre. » | v
merican Indian or Alaska Native
Research ID | | Research ID* || R5646 [ Asian
[J Black or African American
Last Mame | |
Last Mame* [J Native Hawaiian or Other Pacific Islander
S — Q) st repr
[ other
First Name || | Middie Name || | O unknown
DApurm{‘?
Find Clear (hiot Avail?
i — Do
Last Known Alive Date : D
Clear All Close
8. Select Ethnicity from the drop-down
9. Select Race by clicking on the checkboxes
10. Click Add
Find Subject il liiE
StudySite* | Keck Hospital of USC Study Site* | Keck Hospital of USC » [~ Race”
/™ American Indian or Alaska Native
Research ID Research ID* || 1169480 jan
Last Name | test Last Name* | TEST Black or African American
Native Hawaiian or Other Pacific Islandsr
First Name* | TEST &
Birth Date & ther
Middle Name Unknown
First Name | test Suffix 'White
Gender v Aoprox ) _
Birth Date* | [11/11/1911 E pprox r— Additional Subject Details ——————————
MNotAval? | [ Contact Info:
Find Clear Create New = 4650 SUNSET BLVD.
Gender | Female v LOS ANGELES. C 90027
CE[hm:lty* [Other v ') (212)556-1212
Expired Date & Approx?
Last Knowm Alive Date E
Qverride Demographics Clear All Close
Resulls Count: 44
Research ID Last Name First Namg Middle Name Suffix Gender Birth Date
TEST TEST F 111911
1169481 TEST TEST F 04/27/2006
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Upload Informed Consent Form (ICF) and HIPAA in OnCore

Coordinators are required to upload signed ICF and HIPAA forms for registered patients. Sponsor payments
will not be processed if missing forms are not in OnCore. It is essential a timely upload of documents to avoid

payments delay.

Steps:

1. Navigate to Subjects -~ CRA Console

2. Select a Protocol
3. Click on the Research ID

Aelect Protocol
0C-19-1

Select Subject

Accrual Details

Page Size| 100 ¥

Study Site

Keck Hospital of USC

4. Click Documents/ Inf0-> Attachments

5. Click Add

oooooooooooooo

6. Select Document Type from the drop-down (HIPAA or Signed Treatment Consent or Signed Treatment

Reconsent)

7. Click on File (select file to upload; ICF and HIPAA can either be a combined file or separate)

*

Enter Version Date
9. Click Add

5|Page

Drug Diary
Eligiility Questionnaire
HIPAA
Pathology Report
Signed

‘Subject Attachments

Add

ocument Type File Name / URL Deseription
HIPAR HIPAA PDF

Version Date
05113/2020

Created Date | Created User Edt | Delete?
051312020 | CHUNGLES Edit
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Enter Consent Information in OnCore

Steps:
1. Navigate to Subjects-> CRA Console

u OnCore. Menu = eCRFs/Calendars~ Financials~ Contact:

& Admin
#  Audits / Monitaring
* eCRFs/Calendars
* Financials

# My Console

“* Protocols

% Reports

# Reviews

# Specimens

[{ * Subjects » | % CRAConsole

% Pre-Screenina

2. Select a Protocol
Click on the Research ID

Atlect Protocol
0194 + | | Accrual Details

Page Size 100 ¥

(98]

Select Subject

Study Site Research 1D Last Name First Hame
Keck Hospital of USC TEST TEST
Switch Subject Cansents History
[Type here to search
1o Desciption Version Dte Approved Date Expraton Date Signed Dste  Sistus
Summary No Gonsents Found
Demographics
Other Gonsent Status

No Information Entered
Eligibiity
Update

[or e |

Click Select Consents
Enter Signed Date
Select Status

Click Save

R SaEY

zzzzzzzzzz =] Select Consents.

nnnnnnnn

Descripton

Other Consent Status Tee  Desiption

Comments

Cancel
10. Click Close
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CISO Studies

Steps:
1. Navigate to Subjects-> CRA Console
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