“An International Registry of Patients with or at Risk for Hepatobiliary Cancers, Including Hepatocellular Carcinoma,
Cholangiocarcinoma, and Gallbladder Adenocarcinoma, and those Patients with Normal Risk Factors.”

iIMedidata Rave registry

Training Guide



Medidata Rave Application
Access/Security

Internet-based systems

Web Browser

Single platform

Single URL, username, password

Fully configurable user roles and permissions
— Enforced on all views
— Enforced on all data entry and validations

— Enforced on all reports
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applications.
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' Role Selection
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Data Entry: Grid
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How to enter subject

MAYO CLINIC TESTING a iMedidata [ Messages My Profile % Help &} Home m Logout

User: Nasra Giama RN

Subject F W Task Summary: Site Subjects
Advanced Search @ A Subject B> A HonConformant Data org
Subject [> (2) Open Queries 00
By 234567 > [ Sticky Notes o
Fage 1 Page 1 of1 B> () Overdue Data g
Ieon Key Enter participant’s clinic

number here.
Press Enter

MAYO CLINIC

_—— n Meddata [ Messages B, My rofle G tep  tome @ Logedt
TESTING User: Nasra Giama R

4 iljmnm Lie B mp[ 5 Lierdesocites dTn:[ Rz

Baseline:

8 AneET Clinic Humbar: 1204567 Lasthame: .
A e Select baseline
BRI B et “™ to enter patient
. demographic
Visit Ui ¥ Tosk Semmmany: Sobject Pags . .
p— et = information and
b i verify. .
> [ Sicky s o2 Y Education
e o] [aa > 00wt et [ ‘
T Education Level B 08
ke Please verify lame is correct. 0rd

CRF Versin 1031 Page Geseraled. 14 Jan 2013 1043.21 Cenlrel Standard Time




Enter Consent Information
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Additional forms in
the consent folder.
We request you
complete the
consent form, the
blood draw form, and
the Gi BioBank
Questionnaire.
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Consent form:
Enter the IRB # (707-03), consent
Date, Consent status (consented OR
decline), and response to 3 questions
on page 8. Click “save”.
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Episode of Care

An episode Of care iS a deﬁ ned periOd Of MAYO CLINIC TESTING [ Medidata [ Messages [ My Profie % Help Ui‘: H;ran:ra g;uag;Nm
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health care system (clinic or hospital) for
specified condition. The episode of care
includes all services the patient receives at
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of care.

But if the patient came back the following Click here to enter another

Monday for more services, (for example, “Ep. Of care” date

surgical or oncology consult, surgery,
treatment of any form, etc.) the services
would be included in the first episode of
care.

If the patient is not seen for several weeks
and than he/she comes back for follow-up
care, than a new episode of care would be
started.



Baseline forms

Complete:

Diagnosis form
Demographic form
Patient History
Family History
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Required forms

The following forms need to be completed for each participant if the information is
available:

— Consent

— Blood draw Date: up to 5 blood samples per year at 2-month or greater intervals

— Gl BioBank Questionnaire (return date)

— Episode Care

— Diagnosis (found in Baseline)

— Demographics

— Patient History

— Family History

— Image

— Pathology

— Labs

— Current Visit

— Treatment

— Last Contact

— Fact-Hep

— Staging

— Fibrosis form
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Reports

Query summary- This report

allows a user to track the
number of queries issued

and their status
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Other tips

* First search using the
participant’s clinic
number before adding
new subject. This is the
best way to avoid
duplicate patients.
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Enter MC# and click on the
magnifying glass before
“adding new subject”.




Help/Support Information

e Nasra Giama (Monday & Tuesday)

— giama.nasra@mayo.edu
— 507-538-0097

e Xiaodan Zhang (Wednesday-Friday)

— zhang.xiaodan@mayo.edu
— 507-266-4403
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Database Security

Very secure data center with 5 levels of
physical and biometric security validations

Gigabit-speed firewall, Intrusion Detection
System (IDS) and virus protection

Secure off-site data storage

Enterprise-level monitoring tools

Real-time alerts for proactive issue resolution
Dedicated disaster recovery facilities
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