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COVID-19 Related WItRATAWalS ...c..cooueeiiiierieeieeeeieetee ettt sttt ettt s be et saeesbeenne s 140
FIIAS ettt sttt ettt b e bt e bt e a e e e bt e e a b e e bt e sa b e e bt e s ab e e baesabe e bt e sabeennees 140
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Contact Us

CTSU Help Desk

Access and invites to the study database are overseen by CTSU. If you require access to a study or if your
current access to a study suddenly changes, the CTSU Help Desk is your resource for these account
issues. Any issues with account access should be forwarded to the CTSU Help Desk and not to Medidata.
Please refer to section 4 of your protocol for more information.

Training is now integrated into the CTSU DTL application. When a new staff member is added to any
study DTL, they will be enrolled in the specimen tracking training in CTSU CLASS. If the staff member will
not be working on a study with a DTL, reach out to the Specimen Tracking support email below.

You can contact the CTSU Help Desk at CTSUContact@Westat.com or 1-888-823-5923; CTSU Help Desk
hours are 9:00 am - 6:00 pm EST Monday-Friday (excluding holidays).

Theradex support

Rave is a common data capture application in use for many public and private studies in many different
fields. As the data management center for ETCTN, we have contracted with Medidata to provide the Rave
application to the network sites. The ETCTN study databases within Rave are completely designed
and maintained by Theradex. Any issues with forms in the study database should be forwarded to
the relevant email addresses below and NOT to the Medidata Help Desk. If assistance from
Medidata is needed, a Theradex programmer or data manager will facilitate this.

When contacting Theradex, please be sure to include as much information as possible (i.e., ETCTN
Protocol number, Patient ID, Form name, Specimen ID, screenshot of issue) in your communications.

Technical support: support.ccms@theradex.com
Data Manager group: CTMS-DM@theradex.com
Specimen Tracking support: STS.support@theradex.com

Registration and Randomization: support.iwrs@theradex.com; CTMS-DM@theradex.com

Main telephone: 609-799-7580
Postal address: 4365 Route 1 South
Suite 101

Princeton, NJ 08540
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Introduction

For over 30 years, Theradex has played a key role in monitoring early Phase Clinical trials for the NCI. The
Clinical Trials Monitoring Services (CTMS) program collects Phase | and selected Phase Il cancer trial data
and audits the NCl-supported cancer center programs participating in these early phase trials and
national cooperative group clinical trials. During the consecutive award periods of this contract, Theradex
has gained significant experience in the treatment of cancer and allied diseases at the premier cancer
centers in North America. Through the CTMS, Theradex has also been engaged with the leading clinical
investigators involved in early clinical trials during three decades of new anti-cancer therapeutic
approaches, from cytotoxic chemotherapy to immunotherapy to targeted therapies requiring genetic
profiling of cancer patients.

In March 2014, the Experimental Therapeutics Clinical Trials Network (ETCTN) was launched by NCI to

consolidate and integrate the conduct of all early phase clinical trials across NCI. All ETCTN protocols are
monitored through Theradex's expanding CTMS program.
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Overview

1. Access to studies and sites in Medidata Rave will be granted by invitation based on your assigned
role on the roster and DTL (if applicable). Refer to protocol for detailed instructions.

2. Training in Rave (eLearning) is accessed through iMedidata, which is based on your assigned
role(s) and must be completed prior to obtaining access to EDC. Once an eLearning course has
been completed it does not need to be repeated for access to other studies.

3. All subjects/patients must be centrally registered prior to treatment and data entry into Rave. The
selected registration system, IWRS and/or OPEN, will be determined during the set-up process.
Data from the registration system will be automatically loaded into Rave to create subjects.

a. The eCRF in Rave® are a primary set of forms that contain all the data elements required
for CTMS monitoring of a study. Standard forms may be customized for a study if
requested by the study team. In addition, the study team may request the creation of
protocol specific custom forms.

b. Protocol specific dictionaries in Rave will be customized to facilitate the submission of
patient data, including, but not limited to, patient subgroup codes, treatment assignment
codes, study drug data, pharmacokinetic and pharmacodynamics sampling schedule. The
protocol specific codes for the study are provided by CTEP to the Principal Investigator at
the time of protocol approval and are updated as required following approval of protocol
amendments. This coding memo is loaded to the protocol portal on the CTSU website

c. The forms are arranged in folders. The basic folders required for most studies are
Enrollment, Baseline, Course folders as needed, Tumor Markers, Biomarkers, Lesion
Evaluations, Physical Exam, running Logs (vitals, serology, concomitant measures,
transfusions), laboratory evaluations and Off study.

d. There are two types of forms, standard and log forms. In general, only one instance of a
form is allowed in each folder. Log forms are used where multiple records are required or
performed such as study drug administration, adverse events, and concomitant
medications.

e. After data entry is complete the save button, at the bottom of the data entry page, must be
selected to save the data.

f. Anyrequired data items that are not entered or that trigger an edit check will be queried by
the system.

g. In addition to system queries, the CTMS staff may issue queries as appropriate based on
the review of submitted data. These queries will be entered directly into Rave EDC.

h. Both query types have a Text Box below the message. Data corrections need to occur in
the Data Field. The text box is only for communication with the data manager or internal
notes. A small yellow Delta symbol will appear next to the field to note the data has been
changed from its initial entry.

4. Rave is usable in many, if not all, browsers. Google Chrome browser has an advantage that
Microsoft Internet Explorer does not have - the ability to resize Rave text box fields. Not all
browsers have been tested. The individual user may want to test several browsers to see what
works best.
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5. All dates are to be expressed in day/month/year (dd/mmm/yyyy) format. To avoid ambiguity,
months are to be recorded using a three-letter abbreviation (i.e., Jan, Feb, Mar, etc.). Years are to
be recorded as four digits (i.e., 1998).

6. In afew date fields (e.g., prior surgery) partial dates will be accepted when the specific date is not
known.

a. Ifthe month and year are known but the day of the month is not known, for example
December 2012, enter: un DEC 2012

b. If only the year is known, then enter: un UNK 2012

c. If the date in unknown, leave the date field blank

7. All times are to be recorded on a 24-hour clock (i.e., 13:00 should be recorded for 1:00 p.m.).
Midnight should be recorded as 00:00. If a time is unknown, please leave the field empty.

8. Additional information regarding CDUS codes for groups, institutions, diseases, and adverse
events can be found on the CTEP Internet Website at: http://ctep.cancer.gov or by contacting the
CTEP Help Desk at ncictephelp@ctep.nci.nih.gov.

9. Additional data may be submitted on the Comments eCRF, using the appropriate form type.
Comments should not be used to submit data that belongs on another case report form.
Comments should contain additional information to explain and clarify data submitted on other
forms and linked to that other form by the form type code selected from the list provided on the
eCRF.

10. Data received is reviewed for completeness and consistency. Queries will be generated if the data
submitted does not comply with data submission guidelines or if there are any questions
regarding the content.

Note: Patient name and/or initials should never be entered into Rave or as part of the upload of
patient de-identified documents
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Rave Access
Access to your study in Rave is overseen by CTSU and is granted based on the role assignment on the
roster (and protocol DTL if applicable) for your site. You will need to contact your site's RSS or DTL
administrator to request the addition of your name on the roster. Information on new Rave accounts is
in the protocol (section 4 for protocols that use the newest CTEP template). Please contact the CTSU Help
Desk for more assistance CTSUContact@Westat.com

CTEP-IAM and Rave Account Setup

All individuals are required to have an active CTEP-IAM account prior to being granted access to Rave.

To create a CTEP-IAM account, proceed as follows:

1.
2.
3.

10.
11.
12.

CTEPIAM ID.me

Go to the following URL: https://ctsu.cancer.gov/

Click Log In

Under the Sign In/Reset buttons, click Request New
Account. This will take you to the CTEP-IAM page.

Follow the prompts to enter the required identifying
information for your account. Choose the Associate

Plus application.

Username

CTSU Login

NH

[ == Jay
:m:m.

warning Notice:
Forputlatanrg

NI Web Poficies and Nofices

famng w36 5w 8 L 1 prieges 3R, B SN 3 o

e e symams wns e patents ara ggng n 2 ariar 5B Fead Mors.

You will receive an authorization email in 24-48 hours.

After receiving the CTEP-IAM
authorization (which may take up
to 48 hours), documentation must
be uploaded to the CTEP
Registration and Credential
Repository (RCR) to complete your
registration.

After these steps are completed,
go to the following URL:
https://login.imedidata.com/login

Click on Sign in with SSO

Click on Select your Portal or Identity Provider
From the menu, choose CTEP-IAM IdP.

Click Select

Login with your CTEP-IAM username and password on the

resulting screen.

© Theradex Oncology

2
2S MEDIDATA

Welcome, please sign in

Username

Password

o

Sign in with SSO

2
2S MEDIDATA

Sign in with SSO

Your company email

Enter your company email

Continue

Return to sign in

I Select your Portal or Identity Provider ]

Portal or Identity Provider (IdP)

[ Fe\ecldn 1dp ~ ]

Celgene IDP
Cincinnati Children’s Hospital IDP

Cook - IdP

Terms g v
ICTEP-IAM IdP
Copyri¢ ny
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Log in

Direct URL
After linking Medidata to your CTEP-IAM SSO you can follow the steps below to login
25 MEDIDATA 1. Goto the following URL: https://login.imedidata.com/login

2.  Click Sign in with SSO
3. Enter your CTEP-IAM or ID.me credentials
4 Click Log in

Welcome, please sign in

Password

©

| Sign in with SO |

CTSU

Go to the following URL: https://ctsu.cancer.gov/

Click Log in

At the login page, enter your CTEP-IAM or ID.me Username and Password
Click 1 agree and logon.

Go to the Data Management menu.

Click Rave Home.

ouhAcUN-=

V=S Cancer Trials Support Unit £ | Home | Contact | Feedback | Public Site | Log Out

M CRISP COVID-19 Info Page  Welcor our password will expire in 68 days Search fo Go!

Home  Protocols DEFIRETE Regulatory~  OPEN JDET Manageme@tv m

Patients

ng & Monitoringy RUMS~  Resourcesv  Collaboration Reports~

| Announcements

DQP Queries

Upcoming Protocol Webinar: NCTN and NCORP B S

DQP Delinquent Forms

The CTSU is hosting a webinar on Tuesday, Septembe

asent information on study design, eligibility, and potential logistical issues for protocols
A071701, A071801, CCTG CE.7, NRG-BNO09, and NR{ i

dditional details and to obtain registration information.

DQP Form Status

DQP Reports

Forgotten Password

If you have forgotten your password or have been locked out after five successful attempts, you can reset
your password.

1. Go to the following URL: https://www.ctsu.org/public/default _login.aspx
2. Click on Forgot username or password
3. Follow prompts

CTSU Login

CTEP4AM D.me Ml
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System Time Out

If you experience a password time out which occurs when you are logged into the system but remained
idle for a set period of time, the system will prompt you to re-enter your password in order to access the
system.

An interaction timeout occurs when you have been entering data into Rave and remained idle for a set
period of time. The duration of inactivity in an interaction timeout is longer than a password time out.
The system will prompt you to re-enter your username and password in order to access the system.

If you did not save the data you entered, any changes you made prior to an interaction
timeout will be lost.

Components of the iMedidata home screen

Profile
Pt § This panel allows the user to access their account and make basic edit changes
p to their profile such as change a password, username and telephone number.
il i | You have the ability to change the account email address - your email address
in iMedidata, CTEP-IAM, and the site roster should always match.
® My courses

Note: Further settings are available once you are logged into B imedicats &= Messaues‘@ Help 51 Home [ Logout

Jser: Andrew Lohrum CTMS Support and Data Management Specialist

the Rave EDC. You will not see this menu until you follow the
steps below and log into Rave EDC. Here you can set the

number of log lines per page. As a log populates with records Z
it will limit your view with this setting. By extending this you - m
will be able to view all log lines by scrolling in lieu of multiple My Profile
Lines Per Page: 20
pages' Show Task List: Mote: User preference currently over-ridden by
system setting of Study
ent eleaming
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My Courses
m— A variety of eLearnings provide an overview of Rave EDC, Electronic Data Capture
M process and the roles associated with the process. If training is required, a message
will appear on the Medidata homepage with a link to My Courses. After the
| © vt successful completion of the course, the user is given access to the Rave study that
required the training. Once an eLearning has been completed, you will not need to
— retake it for another study.

imin  Rave Arct

%?SMED!DHTH Clients v  Study groups v | Studies ~ | Sites v

8, RECENT

Hello, » v &

10440
THERADEX
Overview Classic Site Admin Classic Stud 10572 ve A
THERADEX
Recent activity 10315
THERADEX
Studies 10036
THERADEX
10440 ) 10301
p § ; THERADEX
THERADEX
All studies
A 10572 : Al dItes
THERADEX

Listed under Studies are recently used study group links. To access a list of all studies, click All Studies
at the bottom of the menu and use the Search box in the next screen to directly find the needed
protocol.

The Recent Activity section will list the last few studies you have selected. Clicking here will take you
directly to the study in the EDC.

Opening to EDC Homepage
The iMedidata welcome screen allows you to access Rave directly by clicking Rave EDC > National

Cancer Institute (NCI) > Theradex on the menu panel. Accessing Rave using this method will take you
to the Rave homepage with a list of your studies after selecting your study role.
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THERADEX

ONCOLOGY

Welcome Andrew Lohrum 27 Sep 2021 10:15:15
- CTSU Technical Support page: Click here. Rave User Guide: Click here.
L ] For technical support on the Specimen Tracking System, please email STS.Support@theradex.com.
|
Sudy —
= Hide Aux Studies
Studies
. : o oo | @ neicovio
H Role Selection
Role Selection
Most users have only been assigned one-role and will be taken directly to the ~ F'ease selecta role fromthe list below.
Subject list after clicking Rave EDC Select a Role...
Select a Role...
Auditor
el i ; ; Clinical Research Associate
After clicking Rave EDC, if you hold multiple roles on a study, you will be Clinical Rosearch Associate (Subject Add)
prompted to choose the role from a drop-drown before you access the Data Manager
Data Manager (No Data Entry)
Study homepage. Monitor

Role Selection Descriptions

Clinical Research Associate or CRA: This user enters and updates clinical data in Rave. The CRA also
responds to queries from Monitors, Data Managers and Theradex CTMS staff.

Data Manager: This user defines what will be collected in the study Case Report Forms also known as
eCRF. They review data entered by the CRA and issue queries for missing or conflicting data to the CRA
for resolution.

Monitor: This user works on behalf of the Sponsor. The Monitor confirms that the protocol is conducted
in accordance with the clinical trial protocol, conducts on site visits and interprets Case Report Forms

(eCRFs). The Monitor oversees the entire study and provides support to the site staff on using Rave EDC.

Read Only, Site Investigator and Study Chair may all inspect the data for review. Site Investigators and Study
Chairs may also sign records.

Current role in Rave

After logging in to Rave and select your study. If you only have the Clinical Research Associate role you
will see it next to your name in the top right hand corner of the website after selecting the study.

If your r0|e iS Read only' you Wi" B iMedidata [ Messages My Profile % Help @it Home a Logout!

User: CTMS Support and Data Management Specialist (Clinical Research Associate)

not be able to enter or edit data.

The CTSU Help Desk will be able to
advise you further on why you do not
have Clinical Research Associate access.
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If your role is Clinical Research Associate and you cannot edit forms in the All Specimens folder or
generate reports, contact STS support as we may need to add the CRA Specimen Tracking role to your

account.

Site Selection

This is only relevant to users that have access to more than one site. If you have access to one site, you will be

taken directly to the subject list.

oo N  Click on a site name to g0 to

Welcome Andrew Lohrum 25 Aug 2021 09:24:41

CTSU Technical Support page: Click here. Rave User Guide: Click here.

the list of subjects at that site.

For technical support on the Specimen Tracking System, please email STS.Support@theradex.com.

If patient has any study impact due to COVID-19, please use Add Event and choose COVID-19.

| el

Find [site ~|
Advanced Search
B site Group [World v |-

Include Sub Site Groups
Site
@ Siteman Cancer Center at Christian Hospital
#% Siteman Cancer Center at Saint Peters Hospital
&‘;‘- Siteman Cancer Center at West County Hospital -_
# Siteman Cancer Center-South County
Page 1

lcon Key

© Theradex Oncology

Site Group
World
Werld
Woerld
Werld
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Site list is in alphabetical
order.

Site Number
MO020
MO152
MO053
MO187
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Patient List

All subjects at one site will be listed in alphabetic then numerical order by their patient ID. All subjects
share the same site abbreviation, so they are listed by numerical order. The task panel to the right will
highlight any data that needs your attention. A link to the Icon Key is below the subject list (see Rave

Functions).
U.)TBEB.APEX () Meddata 3 Messspes [ MyProfie P Melp @ Mome () Logout

User: Andrew Lohrum CTMS Support and Data Management Specialist (CRA Specimen Trackng

- PETEewm

Welcome Andrew Lohrum 14 Sep 2021 12 Oié

CTSU Technical Support page: Click here. Rave User
Guide: Click here

For technical support on the Specimen Tracking
System, please email STS.Support@theradex.com.

V Task Summary: Site
> 4k NonConfoemant Data

Patient | 4

vanced Search
& @ Open Quaries
£ CA043-0003 & © Overdoe Data

£ CAna3-0008
£ CA43-0005
£ CA43-0006
£ Can43-0007
£ CA043-0008
8, CA043-0009
£ CA043-0010
8. cans3-0011
Page 1 o« Pagetet) » »»

fcon Key

Click on a Patient ID to go to the Subject page.
Task Summary - The task summary will display any Nonconformant Data, Open Queries, or Overdue data

for the site.

Patient Page
THERADEX ) Medidata 2 Messages [R, My Profile 9 Help 4t Home [£Y Logout

ONCOLOGY User: Andrew Lohrum CTMS Support and Data Management Specialist (CRA Specimen Tracking)

i | (910404 5% Ciy of Hope Comprehensive Cancer Center | 2, CA043-0003

Grid View

Enrollment
Comment

|Vi5it |Date "/ Task Summary: Subject
| | [> 4k NonConformant Data

Baseline
Genetic Markers

> ® Open Queries
> () Overdue Data

Tumer Serology

Lesion Evaluations

Logs: V5 - Preg - CM
-TR

Physical Exam

All Specimens
PK/PDIPG
Course/Cycle 01

Add Event Af—

Lab: Hematology

Lab: Blood Chem -
Hepatic

Lab: Blood Chem - Rel

Lab: Chemistry -
Pancreatic/Thyroid &
Cardiac

Lab: Other Serum Ché
Lab: Red Blood Cells
Lab: Creatinine Clearg

lcon Ke
Y | Follo
CRF Wersion 4

ated: 14 Sep 2021 12:09:36 Eastern Daylight Time

Lab: Urinalysis
Lab: Other Urinalysis B~
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Folder and Form panel - The study eCRFs are organized in folders on the left side of the screen

Task Summary - The task summary will display any Nonconformant Data, Open Queries, or Overdue data
for a participant.

Add Event dropdown - Options in menu are protocol dependent. Choosing an event will add a
corresponding folder with forms to complete.

Example: To add a Follow up folder—

1. From the Subject page, open the Add Event drop down menu.
2. Select Follow-up.
3. Click Add.
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Rave Functions

This section covers a selection of the most commonly used but not all available functions withing Rave.

Please refer to iMedidata Help for any functions not seen here.

lcon Key

This URL is available at the bottom left of all pages in Rave. Clicking the link will load a pop up window

with all of the status icons a user may encounter while using the Rave system.

& Site (O Never Touched © Incomplete

53 Studies ¢ Complete 0y Requires Verification
[ Study & Locked @ Requires Review
9, Subject & Entry Lock {2 Query Open

3 Subject in doubt 44 Not Conformant &) Answered Query

[ Form @ Inactive i Requires Coding
@, Site Group () Overdue # Requires Signature
fii Home [ Sticky Notes & Out of Range High

[ Comments
& Edit
[Z Study Status Deferred

“# Data Changed = Outof Rangs Low

[ Protocol Deviation @ Requires Translation
& Site Status Deferred
&l Add Marking

1 Folder

E3 Folder not available to the user
5 Task Summary Pop Up
 Requires Coder Coding

[1] Requires First Pass DDE
[2] Requires Second Pass DDE
Requires Reconciliation DDE

Do not ignore Non Conformant errors, they are indicators of data entry errors that must be

resolved. If you do not understand what the error is, please email CTMS-DM®@theradex.com

for assistance.

Edit Form

Clicking on the pencil icon at the top right of the form will open all fields for editing.

Subject: MM001-080521A
Page: Course Initiation - Course/Cycle 01

proper functioning.

Edit Form

This form must be completed before any other form in this course folder. Other forms rely on the course start date f(_Jr

Current Site CTEP ID

Printable Version View PDF lcon Key
CRF Version 4405 - Page Generated: 25 Aug 2021 10:31:36 Eastern Daylight Time

Course # 1 @ul
Start date of this course Edlt Fleld
Description of Planned Arm [ v OFH
Rosigmment |
Code
Weight QFH
Height O 7K
Body Surface Area [ ] osm

|[B characters) O &
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Edit Field
Clicking the edit pencil to the right of the field will open it for editing. If you are editing existing data,
you will see the option to set to ‘Entry Error’, ‘New Information’ or ‘Per query’ to explain the change.

>

Entry Error ~ [NaHep (green) |V|

Entry Error

New Information

Per Query

Field Format

Fields on a form will have been defined with one of several different formats. Date, time, and drop down
fields are all closely regulated with regard to allowable values. Numeric and free text fields all have a
prescribed length, and in the case of decimal numbers, an allowable number of fractional digits. These
number and text formats are only applied after the form is saved. If the user enters a value that does not
meet the prescribed format, the field will be marked as non-conformant. To aid data entry, the format of
such fields is displayed to the right of the field. For text, the number of characters is listed.

Numeric Fields

For numeric fields, the number of digits (and any placement of a decimal point) is displayed as a
template consisting of “d” characters. A numeric format of dddd indicates that up to 4 digits may be
entered with no decimal point. A format of ddd.dd indicates that up to three digits to the left of the
decimal point and up to two digits to the right of the decimal point are allowed. See examples below:

Weight I (ddd.dd) O
Registering Institution I (6 characters) ()
Disease Code [ (dddddddd) O

Partial Date Fields

Certain forms allow for partial dates when the either the day or month or both are unknown. ‘Un" may
be substituted for the day and ‘UNK’ for the month. If a partial date is allowed, these values will be
available in the drop down.

Field Help
If a field displays a Help icon, the icon is there to provide further clarification of the required data. Once a
Help icon has been opened, data clarification will appear in a pop-up. ® Crrvi - Gosgle hrome - o x
@ theradex.mdsol.com/MedidataRave/(S(4wafpc 3%
§‘,onsent Dat 10 Mar 2021 Date on which the patient/participant/legal
repi ive agrees OR di to participate in
Informed Consent Versio 10/20/120 : ?J%ZZ“L&ZZ‘;?ZT,‘.;E’NZ‘"T'"’“““““ by signing an
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New/Edit Log Line

Some eCRF are saved as a log line. A clear hint to know when a form will be saved as a log line will be
listed at the top of the page. Whenever a form list displays “Currently Viewing Line 1 of 1”, it means the
user can create multiple log lines. All log line forms offer the ability to add multiple log lines pertaining to
prior treatments the subject has undergone.

UL LEALA | (o ot O

Consent Date | [~ | Q¢

Did the patient agree to have their specimen(s) collected at timepoints specified
in the protocol and any said specimen samples and related health information OYes OMNo O Mot Applicable O 7
used for the protocel prescribed laboratory studies?

After clicking Save, the form will appear as a log line.

# Consent Date | Specimen Collection Agreement Storage Permission Contact Permission CLIA Sequencing | Reason for Withdrawal

1 |05 May 2021 Yes Yes Yes Yes
Add a new Log line Inactivate

These lines can be expanded and edited by clicking on the pencil icon.

Add a New Log Line

Once the first log line has been saved, use the Add a new Log line function to add more forms. Click
Add a new Log line under the last line in the log. A new form will appear. At the top you can confirm the
log line number you are editing as Currently Viewing. After clicking Save, the completed line will appear
in the log.

# | Consent Date |Specimen Collection Agreement Storage Permission Contact Permission CLIA Sequencing | Reason for Withdrawal
1 |05May 2021 | Yes Yes Yes Yes ®

Add a new Log line lindistimatemmms

Ly Currently viewing line 2 of 2. —

ete View™ Apply to Record ()
Caonsent Date | H V|| | QF
Did the patient agree to have their specimen(s) collected at timepoints specified
in the protocol and any said specimen samples and related health information Oyes OINe O Not Applicabls Q¢

used for the nrotncal nrescrihed laharatooe studies?

If you click Cancel when entering data in a new log line, Rave will save that form as an empty log line
entry. To edit a saved log line, either click on the edit pencil on the far right of the selected line or click
on any data point within the log line.

# | Consent Date |Specimen Collection Agreement | Storage Permission | Contact Permission | CLIA Sequencing | Reason for Withdrawal | I |

1 |05May 2021 |Yas Yas Yes Yes o)

Tip: You can sort the lines by clicking on the header of an individual column. Depending on the data it
will be sorted numerically or alphabetically.
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Inactivate a Log Line
A saved log line cannot be deleted. If the data in a log line is not applicable or displayed as an empty line,
it is recommended to inactivate the line. Click the Inactivate link at the bottom of the log.

# Consent Date [ Specimen Collection Agreement Storage Permission Contact Permission CLIA Sequencing | Reason for Withdrawal
1 |05May 2021 | Yes Yes Yes Yes _ ™ 7
2 [28Jun2021  |Yes Yes Yes Yes _ ® 7

Add a new Log Iin T—_—

[ JSCH U I DR RS P R

Select the log line number from the drop down. Click Inactivate.

# Censent Date | Specimen Collection Agreement Storage Permission Contact Permission CLIA Sequencing Reason for Withdrawal o e
1 [05May 2021 | Yes Yes Yes Yes _ ™ O
2 |28Jun2021 | Yes Yes Yes Yes _ = O

[ INACT - Form not required v l :

Print ‘ersion View PDF lcon Ke

CRF 4154 - Page Generated: 26 Aug 2521 11:10:26 Eastern Daylight Time l} I:
A

DO NOT INACTIVATE A LOG LINE WITH AN ACTIVE QUERY. For more information on resolving queries see
Queries and Edit Checks

Reactivate a Log Line

The selected log line will then appear crossed out. Once a log line has been inactivated, the Reactivate
function becomes available.

‘ Consent Date | Specimen Collection Agreement Storage Permission Contact Permission CLIA Sequencing | Reason for Withdrawal
L @ %
2 [28Jun 2021  |Yes Yes Yes Yas _ @ 7
Add a new Log line Inami\rat
Multiple Page Log
Time of 1[1
18 surgery Blood DNA B B _ _ 1 _ _ alal| | &Gx O
Time of 1)1
19 surgery Blood Blood _ _ B _ 3 _ _ ala| || &R OdJ
Time of 5 Snap Frozen . : 11
20 surgery Frozen Tissue Tissus Injectad _ Primary | _ 1 _ _ ala [V ]
|Paginale v|12
rintable Version View PDF lcon Ke
SRF Version 5434 - Page 15 Sep 2%22 09:10:41 Eastern Daylight Time

If the number of log lines exceeds the setting in your Rave Profile, you can use the drop down at the
bottom of the log to show all available lines - or - click the number to the right of the drop down to move
to the next page. When sorting log lines using the header field, all lines will be included but will remain in
either the paginate view or all lines view selected in the drop down.

© Theradex Oncology Page 24 User Guide 2.5



Report Upload

Several forms support the uploading of supporting documentation. Please ensure to redact all PHI and
Pll from the document and the filename. Be sure to include the study patient id or specimen ID in report.
To prevent accidental disclosure of confidential information, please rename file as follows:

[Study Patient ID]_[report type]_date.pdf
CA043-0003_path report_01Aug2021.pdf

# Report Type

On-study specimen specific reports should not be uploaded here.
Upload on-study specimen reports on the Specimen Tracking Enrollment form.
Keep the size of the uploaded file as small as possible to avoid adversely impacting Rave EDC performance.

Report Upload

1

AN =

Click Save.

# Report Type

Add a new Log line Inactivate

Printable Version View PDF Icon Key
CRF Version 4286 - Page Generated: 05 Oct 2021 09:06:09 Eastern Daylight Time

Click on the Edit pencil.
Select Report type [not on all forms].
Under Report Upload, click Choose File. In the Windows file finder, select the file and click OK.

[~/ Report Upload

1 |New Information v | ..

Add a new Log line |

Printable Version View PO

CRF Version 4256 - Page Generd

=

2

Pathology

Radiology

Surgical

Molecular

3| | New Information v § Choose File §No file chosen

v Y

3

059:19:19 Eastern Daylight Time

[Save [Jcancs
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Queries and Edit Checks

There are two types of queries, System Edit Checks and Data Manager (DM) assigned queries. The query
response processes for both are the same. System Edit Checks are program instructions that check the
validity of data entered. Data Manager (DM) assigned queries are manually opened to request further
information and/or a data change based on inconsistencies.

System Edit Checks - “To Site from System” Query

A System Edit Check can be triggered when a required field is empty or if the data entered does not
match what is expected. (i.e. Numeric expected but alphabetic text or special characters are entered).

Ex. Dose is 5,000 IU. Data should be entered as 5000 as “,” is not a numeric character

Léﬁlte of Specimen Collection
? This field is required. Please complete.

Opened To Site from System (05 Oct 2021) Entry Error ~ | I~ | @58

E | Entry Error
Time of Specimen Collection New Information 11:00 & F W
Specimen Category Res ponse BOX Per Query Blood €@ % &
Specimen Type Blood @ %

Data Field

To correct the data:

1. Select the reason for the data change by using the drop-down menu.

2. Enter required information in the Data Field. If the field is not open, click the Edit pencil.

3. [Optional] Respond in the Response Box with any further information. The box will grey out if a
response is not required, see below.

Date of Specimen Collection

2 This field is required. Please complete.
OpenedTnSihfrngyshem(ﬂSOde) |Entry Error v|[30  |[sepv|[2021 _} @ 5 ®

o o

After clicking Save. The System query will clear. A small yellow Delta symbol will appear to show the data
has been changed from its original entry. A full list of changes is available in the field's audit trail.

Date of Specimen Collection 30Sep2021* P & N

Note: Do not inactivate a log line with an active query. The response time will continue to accrue
in the DQP if not resolved or canceled before inactivation.

Manual Review - “To Site from DM" Query

A query will be opened by a Theradex data manager if a data change and/or more information is needed.
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} Specimen Type

? Serum expecied please update field or confirm if whole blood was collected

Opened To Site from DM (05 Oct 2021) ~ @ ¢ &
o | | Entry Error
Block Number New Information Data Field v
Type of tissue Response Box Per Query &

To correct the data:

1. Select the reason for the data change by using the drop-down menu.

2. Enter required information in the Data Field. If the field is not open, click the Edit pencil.

3. Respond in the Response Box with any further information. If the response box is greyed out,
use the pencil to edit, see below. DO NOT ENTER DATA IN THIS RESPONSE BOX. All clinical
data must be entered in the Data Field on the right.

4. Click Save.

Specimen Type
? Serum expected please update field or confirm if whole blood was collected
Opened To Site from DM (05 Oct 2021) [Per Query

o v

~]Serum ~ @R

Specimen Type
? Serum expacted please update field or confirm if whols blood was collected
Opened To Site from DM (05 Oct 2021)

O |Updated| |

|Enlr3.I Error V|Serum |" 27 H

If a change to the data is not needed - explanatory information can be entered into the response box on
the left.

Specimen Type
“? Serum expected please update field or confirm if whole blood was collected

Opened To Site from DM (05 Oct 2021 | Entry Error
Whole blood was collected ir

After clicking Save, a small yellow Delta symbol will appear to show the data has been changed from its
original entry. A full record of changes is available in the field's audit trail.

~ [Blood ~ @8 W

Specimen Type
? Serum expected please update field or confirm if whole blood was collected
Opened To Site from DM (05 Oct 2021)

U updated

Notes: Manual Review queries do not resolve automatically. The manual queries are closed after
review by the CTMS data manager. It will remain highlighted in pink until it is closed but the site’s
response time tracked by CTSU (DQP) will not increase as long as a response has been provided.

Do not inactivate a log line with an active query. The response time will continue to accrue in the
DQP if not resolved or canceled before inactivation.
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CTMS Forms

The following sections contain the Folders and Electronic Case Report Forms (eCRF) for NCI/DCTD/CTEP
Clinical Trials Monitoring Service studies. The content of the forms may differ than what is presented and
study specific forms may be present in your database depending on the design and needs of your study.
Please do not hesitate to contact your data manager for further clarification and guidance.

4 UDOE ORI S0pesngBbe g DD
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Enrollment

The following forms must be completed at the Baseline visit. Most of the forms are automatically
populated by data from OPEN and IWRS. These forms are reviewed for accuracy. Any data entry errors
in the forms need to be corrected in OPEN (contact: CTSUOPENFORMS®@westat.com ). Any discrepancies
between IWRS and Rave need to be reported to CTMS-DM®@theradex.com so the link between the two
programs can be investigated.

Histology and Disease
Prerequisites: None. This form should be completed before any data entry in the study database.

Description: This form documents the disease for which the patient is being registered for the trial. The
date and findings from the diagnostic biopsy are recorded here. The de-identified pathology report from
the diagnostic biopsy is uploaded here. The biopsy also needs to be recorded in the Prior Treatment
Summary and Surgery Supplement forms.

_ @ l[]ﬂl]dl]dl@mty of Hope Comprehensive Cancer Centerl& CAD43-0003 | Enrollment[ [ Histology and Disease_

Enroliment
& |I1ro men . Saved
[ Histology and Disease Subject: CA043-0003
[ Enrollment Page: Histology and Disease - Enroliment s
[% Administrative Enrollmer Disease Stage Stagell & ¢ B
[% Patient Eligibility
Tumor Grade Poorly Differentiated % & &l
B GIENY Snoled Disease Term/Code Lung Adenocarcinoma = 254626006 2 & &l
CAD43-0003 - Histology
and Disease Histolegy/Cytopathology Non small cell adenocarcinoma % § &l
Initial Diagnosis Date 15 May 2020 &% F
Date of Confirmation of Histology unJul2020 % 7 |®
On-study specimen specific reports should not be uploaded here.
Upload on-study specimen reports on the Specimen Tracking Enrollment form.
Keep the size of the uploaded file as small as possible to avoid adversely impacting Rave EDC performance.
# | Report Type | Report Upload |
1| | | VIR
Add a new Log line Inactivate
Printable Version View PDF lcon Kay
CRF Version 4256 - Page Generated: 08 Sep 2021 15:30:45 Eastern Daylight Time
Fields

Disease Stage: Record the stage of disease at time of study. Options may differ depending per study.
Not all diseases are staged.

Tumor Grade: Record the grade of Histology at study entry. Not all tumors are graded.

SnoMed Disease Code: Choose a term from the search list closest to the source documentation. You
should match on the term even if the number in the medical record may differ. The menu will filter as
you type. Using a code or keywords will shorten the available choices. Terms may be duplicated as this
list is an amalgamation of multiple dictionaries. For duplicate terms, choose the first occurrence in the
list.
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Histology/Cytopathology: Interpretation of the histology at enrollment, may match the initial pathology
report but might differ if disease has progressed

Initial Diagnosis Date: From medical record. Partial dates allowed, see below.

Date of Confirmation Histology: From initial pathology report. Partial dates allowed, see below.

Report Log: Upload De-identified pathology report for the initial diagnosis. Required documents differ
by protocol.

Partial Dates
If the exact date is not known; ‘un’ may be substituted for the day and ‘UNK’ for the month.
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Enroliment
Prerequisites: None.

Description: This form auto-populates with demographic data that is entered in OPEN during
registration. This form can be edited if needed and you must contact CTSU to update the data in OPEN.

1 [ 710404 | 2 City of Hope Comprehensive Cancer Center | 2, CA043-0003 | (3 Enroliment | ) Enrolim em_

Saved
Patient: CA043-0003
Page: Enrollment - Enrollment B i
Participant ID CAD43-0003 & v B
*Note: Select the participant's sex at birth
Sex Male & 5 Bl
Race (More than one choice is acceptable.) & E
(VI
VI
VA
American Indian or Alaska Native 0 £ Tl
v I~
VIR
Ethnicity Unknown % § 1§
Birth Date 03Apr1953 & ¢ &l
Enroliment Date 285ep2020 & ¢ B
Fields

Participant ID: Primary identifier issued to participant.

Sex: This is the Participant’s sex at birth. Check Male or Female as appropriate.

Race: One or more of the standard NIH race categories.

Ethnicity: One or more of the standard NIH ethnicity categories.

Birth Date: Recorded in dd/mmm/yyyy format.

Enrollment Date: Date participant was registered to the study. Recorded in dd/mmm/yyyy format.
Age: For adults and children of age 5 and above, the age is given in the number of full years completed
last birthday. For children less than 5, a fractional age is recorded, to indicate the number of months
since their last birthday.

Weight: Recorded in kg. Use decimal places for participants under 10 kg.

Height: Recorded only in cm, to one decimal place.

Body Surface Area: Not BMI. Record participant’s surface area in m2 (to two decimal places) if needed
for the calculation of the study drug level. The following simple approximation may be used for persons

BSA(m’)= [Height (cm)xWeight (kg )
3600

of “normal” height and weight:
Phase: Phase of clinical trial.
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Participant Subgroup Code: Use the appropriate unique code for the identification of uniform groups
of patients for separate analysis or treatment. Participant subgroup codes are provided by CTEP to the
investigator at the time of protocol approval and are updated as required following approval of protocol
amendments.

Enrolling Site CTEP ID: CTEP institutional code where the participant was originally registered on study.
Method of Payment: The participant’s primary method of payment.

Disease Code: MedDRA disease code as assigned by CTEP.

Primary Disease Site: The primary site of the malignancy is entered using the same nomenclature as
AERS. If the primary site is unknown, state “UNKNOWN". If the diagnosis is leukemia, enter LEUKEMIA,
not bone marrow. If the diagnosis is lymphoma, enter LYMPHOMA, not lymph nodes. Do not give
detailed descriptions. For example, do not state “anterior tibial surface of the left leg”, state only leg. In
the case of brain lesions, give the closest anatomical description of the originating site (e.g., frontal lobe)
Performance Status: State the performance status of the participant at the time of entry on the study.
Use the performance status scale defined in the protocol.

Consent Date: Date participant signed the informed consent form (IC). Recorded in dd/mmm/yyyy
format. On newer studies this field is located in the Consent form.

Informed Consent Version or Version Date: Version number or Date (preferred) of the IRB-approved
informed consent form (IC) that was signed by the participant at the time of study entry. This data is
automatically entered from OPEN but can be updated if necessary. On newer studies this field is located
in the Consent form.

Treatment assignment code (TAC): The code for the participant’s assigned treatment as specified by
CTEP. Treatment assignment codes are provided by CTEP to the investigator at the time of protocol
approval and are updated as required following approval of protocol amendments.
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Administrative Enrollment

Prerequisites: None.

Description: This form auto-populates with enrollment data that is entered in OPEN during registration.
This form can be edited if needed, you must contact CTSU to update the data in OPEN.

_ i lOﬂ]dlMI J-City of Hope Comprehensive Cancer Cenlerl &CAO:IS—UI]UEIB Enrollment[ [ Administrative Enrullment_

% Enrollment
. . Subject: CA043-0003
B Histology and Disease Page: Administrative Enrollment - Enrollment & s
Enrall it
& Enrolimen Universal Participant ID AFB40TSE &6 B
[ Administrative Enrolimer]
B Patient Elmi'l?ilily Crediting Group LAO-CAQ43 (6 characters) o P
)
CRF History et Rlans Portnow, Jana L. @ ¢ &
gd’mu-?a? - Enroll . Investigator's Email iportnow@coh.org &9 F H
ministrative Enrollmen:
g&ﬂgﬁiﬂggggg - Histology Country of Residence United States of America (the) & 7 B
Postal Code w1 & F R
Printable Version View PDF lcon Ke
CRF Version 4286 - Page Generated: 30 Sep 2?;21 11:01:46 Eastern Daylight Time
Fields

Universal Participant ID: Unique identifier issued to participant by IWRS, consistent across CTMS
network trials

Crediting Group: Lead Academic Organization or Co-operative group; used for accrual counting.
Investigator Name: Name of the clinical trial principal investigator (PI).

Investigator's Email: Email address of the clinical trial principal investigator (PI).

Country of Residence: Participant's country of residence, not necessarily country of citizenship.

Postal Code: For US residents, enter the participant’s 5-digit Zip code. Do not enter the last four digits of
the complete nine-digit zip code to assure participant confidentiality.
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Patient Eligibility
Prerequisites: None.

Description: This form auto-populates with eligibility data that is entered in OPEN during registration.
This form is not editable by site users.

_ i IOﬂDdMI & City of Hope Comprehensive Cancer Cemerl& CAD43-0003 Enrollment[ [E) Patient Eligibility _

[ Enrollment

) ; Subject: CA043-0003
[ Histology and Disease Page: Patient Eligibility - Enroliment B
Enrollment
[ Enrollmen Version 1 0 |

[& Administrati®, _inrollmer;
[ Patient Eligibility

Note that the Protocol Date is the date of the version of the protocol that the patient's eligibility is based on.

CRF History

CA043-0003 - Patient Protocol Date 10 Sep2020 & ¥ B
Eligibility
CA043-0003 - Were all eligibility criteria met? Yes® 0 % W
Administrative Enrollment Printable Varsian View PDF 1 «

. rnntable Version lew con Key
CA043-0003 - Histology CRF Version 4286 - Page Generated: 30 Sep 2021 11:07:57 Eastern Daylight Time
and Disease
Fields

Version: Version number of the IRB-approved protocol that the patient's eligibility is based on.
Protocol Date: Date of the version of the protocol that the patient's eligibility is based on. Theradex
staff will update the version date only when a protocol amendment has a change to the patient’s
eligibility.

Were all eligibility criteria met?: Based on results of eligibility checklist in OPEN.

2 Step Enrollment and Screening Failures

For single step enroliment, eligibility is resolved in OPEN. In two-step enrollment, a patient’s eligibility is
determined by a specimen submission and/or lab result. This requires data entry in both OPEN and
Rave.
1. After completion of initial step in OPEN, the patient ID will be available in Rave on the site
page. Select the patient ID and proceed to the Enrollment folder.
2. Review the Enrollment and Admin Enrollment forms for any obvious errors.
3. Complete the Histology and Disease form.
4. If a specimen is to be submitted. Proceed to complete the necessary forms in the Specimen
Tracking System. See Appendix 1: Theradex Specimen Tracking System (STS)
5. Complete the second step in OPEN to either register the patient for treatment or for screen
failure.
6. If patient is deemed eligible, the TAC will be assigned at this time and loaded into the
Enrollment form.
7. If patient fails screening and is ineligible:
a. Ifalabresultis available, record in the appropriate form.
b. Any other data used to determine eligibility can be entered. (i.e., Genetic Marker)
c. Complete the Off Study form. Select Trial Screen Failure in the Reason drop-down

menu.
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Study & Specimen Consent

Consent
Prerequisites: None.

Description: This form auto-populates with consent data that is entered in OPEN during registration. The
auto populated data cannot be edited. Changes to consent are recorded in the log at the bottom of the
form.

The questions which appear under Consent for Optional Studies are specific to each study and may
differ from the screen shot below. The steps to complete the form, remain the same.

I al l O 10629 l .E-:Ohio State University Comprehensive Canoer.._l / | l (7] Study & Specimen Consent[ |:| Consent _

Patient: HE
Page: Consent - Study & Specimen Consent B ;

NOTE: Initial Consent reflects data entered in OPEN and are not modifiable. Any changes should be recorded on a new
logline below Ongoing Consent.

I. Initial Consent

Informed Consent Version Date 01Jun 2024 &G Bl
Date {of initial consent) 010ct2024 G v N
Consent Type Consent @ & Bl

| have read this consent form or had it read to me. | have discussed it with the study

doctor and my questions have been answered. | will be given a signed and dated copy Yes &% H
of this form. | agree to take part in the main study. | also agree to take partin any
additional studies indicated.
Consent for Optional Studies
| agree that my samples and related health information may be used for the laboratory es O R
studies described in the study consent.
| agree that my samples and related health information may be keptin a hiobank for .
use im future health research. Yes &M
Il. Ongoing Consent
After enrollment, add a log line for any change to consent.
If the participant withdraws consent, select No for the consent withdrawn and provide a reason in the box.

# |Informed Consent Version Date | Date (of consent change) | Consent Type | Informed Consent | Sample and Health Information | Storage |

1] - | | | | | Ov

Add a new Log line Inactivate

Printable Version View PDF lcon Key

CRF Version 7425 - Page Generated: 18 Oct 2024 13:32:48 Eastern Daylight Tima

Informed Consent Version Date: The date of the IC document presented to the participant and which
the patient signed.

Date (of initial consent): Date the participant signed the IC document.

Consent Type:

I have read this consent form ... . Affirmative statement from IC document. Participant response
captured in OPEN.

Samples for laboratory studies ... : Participant affirms to have specimens collected an analyzed as
described in the IC document.

Samples for future research ... : Participant affirms to allow specimens to be stored and used in future
research.
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Change in consent

If the Patient changes their consent (including withdrawal from study) or if the patient is reconsented, use
the Edit pencil (red arrow) to expand the log line to record this information.

Il. Ongoing Consent

After enroliment, add a log line for any change to consent.
If the participant withdraws consent, select No for the consent withdrawn and provide a reason in the box.

| &® Currently viewing line 1 of 1. (

| Click here to return to "Complete View™. it
Informed Consent Version Date (only if patient reconsented) | || W || | [eNA
Date (of consent change) m [[Cctv][2024 | O+ H
Consent Type O Study Reconsent O Study Withdrawal C Opfional Studies/Specimen Consent Change O & Bl

| have read this consent form or had it read to me. | have discussed it with the study

doctor and my questions have been answerad. | will be given a signed and dated copy ® ves O No
of this form. | agree to take part in the main study. | also agree to take part in any — Of/rN
additional studies indicated. | |

If no is selected, enter a reason.

Consent for Optional Studies
@ Yes O No

| agree that my samples and related health information may be used for the laboratory QN
studies described in the study consent. | |
If no is selected, enter a reason.
| agree that my samples and related health information may be kept in a biobank for o) &
: U Yes ® No p
use in future health research. - QN
If no is selected, enter a reason. [Patient does not want to bal
| Printable Version View PDF lcon Key
| CRF Version 7425 - Page Generated: 18 Oct 2024 13:47:18 Eastern Daylight Time

For Study Reconsent, enter the version date of the IC document and the date of consent.

For Study Withdrawal, enter the date of consent change and select the Study Withdrawal radio button.
To the right of the consent statement, select No and enter the participant’s reason to withdrawal from
the study. Be sure to respond to the remaining questions in the Consent for Optional Studies section.

For Optional Studies, enter the Date (of consent change), select the Optional Studies radio button, and
complete the questions after Consent for Optional Studies. For No, please enter the participant’s reason
for withdrawal of consent for lab testing and/or storage.

Il. Ongoing Consent

After enroliment, add a log line for any change to consent.
If the participant withdraws consent, select No for the consent withdrawn and provide a reason in the box.

E# | Informed Consent Version Date | Date (of consent change) | Consent Type |Informed Consent | Sample and Health Information | Storage |
K | 11 Oct 2024 I_ | Yes | Yes | No (Patient does not want {o bank specimens) | @ ¢
| nactivate

| Printable Version View PDF Icon Key

| CRF \iersion 7425 - Page Generated: 18 Oct 2024 13:48:48 Eastern Daylight Time

Any further changes in consent can be documented by using Add a new Log Line at the bottom of the
form. For any erroneous entries, use the Inactivate function.
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Comment
Comment

Prerequisites: None

Description: This form allows the users to make notations on forms as needed. Common notations
include explanations for missing information, missing or irregular results, missing labs, etc. Text fields
on the standard forms are limited in size, use this form to record additional information that does not fit
in these fields.

= Comment
[ Comment

Subject: CA043.0004
Page: Comment - Comment EN
& Currently viewing line 1 of 1
RF History Click here to retum io *Complete View". A )
CA043-0004 - Comment Date of Comment 2021 o)A

Source Form (2] [Histology and Disease

Folder(?] [Enroliment

study

Comment Snolied code updated based on findings once
ipant was

Printable Version View PDF lcon Key
GRF Version 4285 - Page Generated: 12 Oct 2021 08:43:15 Easten Daylight Time

Fields

Date of Comment: The date you completed this form.

Source form: Alphabetic list of forms. Use Next and Back keys to move through the menu.
Folder: Location of the Source form.

Comment: A free text field to capture the notes that pertain to the form selected in Source form.
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Baseline

Baseline Medical History

Prerequisites: None

Description: This form documents the medical history of the participant as required by protocol.

) Baseline

[[] Baseline Medical History]
[ Prier: Treatment Summa
[£1 Baseline Symptoms

Subject: CA043-0003
Page: Baseline Medical History - Baseline

Collection Date

B ¢

0¢®

Ciick Here for Customer Supgort Information

Presence i 20 SLEED Medical History, \IAbnnrmaI[]
CRF History 1 | HIE/EINIT ) 0 H
e R 4 oo
CA043-0003 - Comment 3 | Respiratory Hypoxia ) QrH
4 | Cardiovascular p OrH
5 | Gastrointestinal Colitis ) BETS
R hip pain, Cubital -
6 | Musculoskeletal ;:Erﬁeiaif"dmm (R}, o8
7 | Dermatologic Sebaceous cyst ) orm
8 | Hematopoietic/Lymph Anemia ) g
9 | Endocrine/Metabolic y [eNA ™!
10 | Urinary § orH
11 | Genitalia y (O
12 | Breasts p [ONA ™
13 | Pelvis p 0rH
14 | Abdomen C-section ) orH
15 | Neurologic Q7N

Enter the date the medical history was collected. Enter any relevant medical history in the free text fields.

Click Save. After saving, the fields can be edited/updated by using the Edit pencil.

Fields

Collection Date: Enter the date the medical history was documented.

Body System: A predefined list of anatomical systems
Medical History, If Abnormal: Brief description of major medical and surgical events that occurred

during the patient's lifetime.
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Prior: Treatment Summary
Prerequisites: None
Description: This form documents any prior treatments or modalities. This form determines which

supplementary forms will load after saving. The supplementary forms are required, please refer to each
form entry for more information.

Im Baseline

g Baseline Medical History g:gf%ﬁ%ﬁ?%?égggtm Summary - Baseline ElY

[5) Prior: Treatment Summa . . . 3

B Baseline Symptoms :’Iease enter the date of the most recent prior treatr_n_ents for each_lherapy category on this summary form. After entering all known prior therapy types, proceed

Presence o the supplemental forms to enter the details. Additional older prior treatments may be entered directly on the supplemental forms.
If you answer Yes for "Did the subject take the treatment?” please enter the date of the last dose or procedure. This date should correspond to the last dose date in the corresponding Prior

CRF History Therapy, Radiation or Surgery form.

CA043-0004 - Prior # Ther@y Any therapy? Date of Last Dose

Treatment Summary 1 | Single Agent Systemic Chemotherapy ‘ "l

ﬁ‘:g::::x-lnﬁi.;io-rysase‘me 2 | Chemotherapy, multiple agents systemic No w [ ~| o

CAD43-0003 - Prior Sl KChemotheinpvIHDS L]

Treatment Summary 4 | Hormone Therapy [ ~|

CAD43-0003 - Baseline 5 | Immunatherapy [ ~|

Madical History 6 | Bone Marrow Transplantation \ v |
7 | Gene Transfer ‘ v |
8 | Prior Therapy (NOS) No v | M
9 | Chemeotherapy, nen-cytotoxic No « ‘ - v |
10 | Anti-retroviral Therapy ‘ hd | Qr
11 | Antisense Therapy | ~| QN
12 | Oncolytic Virotherapy [ ~| [*RR
13 | Vaccine Therapy | ~| QN
14 | Stem Cell No v [ ~| QFE
15 | Surgery 18 [May ~]|[2021 Q F N
16  Extensive Radiation | ~] QFHE
17 | Limited Radiation [ ~| [oRA
18 | Radiation (NOS) Yes v 13 [Jun ~]|2021 QFE
R e S a4 st st i Save || Cancel

Indicate if the patient has received any treatments for each prior therapy type listed by selecting Yes, No
or Unknown for all questions (required). If the patient has not received any prior therapy, please select
No for all of the therapies listed.

For prior treatments that are ongoing at the start of the study (e.g., hormone therapy), enter the date of
the last dose taken prior to enroliment; the therapy should also be entered in the Concomitant
Medications form, since ongoing during the study; the start date entered on the Concomitant
Medications form should be the same date entered in the Prior Therapy Supplement form.

After clicking Save, supplementary forms will appear in the folder for any therapy marked with Yes.
Older treatments must be recorded on these forms.

3 Baseline
[ Baseline Medical History

Saved

Subject CA043-0004
[% Prior: Treatment Summa|| Page: Prior: Treatment Summary - Baseline &r
;fiﬂf-lRadia“U“ e date of the most recent prior treatments for each therapy category on this summary form. After entering all known prior therapy types, proceed
upplement ental forms to enter the details. Additional older prior treatments may be entered directly on the supplemental forms.

Prior: Surgery Suppleme

D Baseling Symptoms If you answer Yes for "Did the subject take the treatment?” please enter the date of the last dose or procedure. This date should correspond to the last dose date in the corresponding Prior

Therapy, Radiation or Surgery form.

Presence
# Theﬁpy Any therapy? Date of Last Dose
CRF History 1 | Single Agent Systemic Chemotherapy No
CADA3-0004 - Prior 2 | Chemotherapy, multiple agents systemic No Vi
Treatment Summary 3 | Chemotherapy, NOS No v
ﬁi\gi‘g]o,ggfu}fase“ne 4 | Hormone Therapy No Y
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Fields

Any Therapy: Required. Select yes or no depending on the presence of this type of therapy or modality
in the participant’'s medical record. Unknown should not be listed in the Any Therapy column; consult
with the physician if unable to determine via medical record.

e Extensive Radiation: Therapy using ionizing radiation to a significant portion of the body (>50%),

e.g. craniospinal, pelvic, or total-body.

e Limited Radiation: Therapy using ionizing radiation to a limited (< 50%) portion of the body,

e Radiation (NOS). Radiation, not otherwise specified, but the extent is not known.
Date of Last Dose: Date of the last (i.e. most recent) dose/treatment. Corrections to this date need to be
made on this form. Updated data will appear on the supplements. Partial dates allowed, see below.

Partial Dates
If the exact date is not known; ‘un” may be substituted for the day and ‘UNK’ for the month.

In the following supplemental forms

e Last Dose and Therapy Class auto-populate for the most recent therapies recorded in the
Treatment Summary form.
e Add log lines for any older therapies:

»= Any prior stem cell toxic therapy (e.g., mitomycin C) or cardiotoxic therapy (e.g.,
doxorubicin or other anthracycline) if relevant to the study agent.

» Any therapies used to determine “extensive prior therapy” if specified in protocol.

»= Any therapies restricted by the protocol eligibility criteria, either specific drugs or number
of prior therapies (e.g., no more than two prior chemotherapy regimens for metastatic
disease).

» Any therapies that are clinically significant for evaluation of the current study or impact the
participant’s eligibility.

» Any data (prior surgery or biopsy) to substantiate histologic diagnosis.
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Prior: Radiation Supplement
Prerequisites: Prior Treatment Summary

Description: This form documents the specifics of any prior Radiation treatments. The most recent entry
will automatically populate from the Treatment Summary form.

_ il IOWAIMI ! City of Hope Comprehensive Cancer Centerl 2, CA043-0004 I ra Baseline[ [£] Prior: Radiation Supplemem_

[ Baseline ) . . .
[ Baseline Medical History Subject CAD43 2004 Ell Ck E d It P.\e necl | ¥

Page: Prior: R: tion Supplement - Baseline

[ Prior: Treatment Summa

[y Prior: Radiation
Supplement

Confirm that the last dose dates on the Prior Treatment Summary form are correct before making changes here. Older prior treatments may be
entered here below the most recent therapies.

[ Prior: Surgery Suppleme # |StartDate |Procedure Name | End Date | Anatomical Location | Frequency |Dose |Unit | Best Overall Response | Radiation Extent | Logline Number |
[ Baseline Symptams g |* = ‘ (BEIn2n2] |7 ‘7 — _ ‘, | Radiation (NOS) |1B | (o IV
Presence Add a new Log line Inactivate
Printable Version View PDF Icon Ke
CRF Version 4236 - Page Generated: 06 Oct 23’21 14:05:57 Eastern Daylight Time

Click the Edit pencil to expand the empty log line. End Date, Radiation Extent, and Logline Number
(if present) are auto-populated from the Treatment Summary form and should not be edited.

o IO1D404I@City of Hope Comprehensive Cancer Cemerl 2 CADIIB—UDMIﬂBaseline[ [ Prior: Radiation Supplement_

Subject: CA043-0004

Page: Prior: Radiation Supplement - Baseline B

onrirm e last dose dates on the Prior Treatment Summary form are correct before making changes here. er prior treatments may be
Confirm thl.pthe last d dat the Prior Treatment S fi t bef k h h Old treatment b
entered here below the most recent therapies.
Ly Currently viewing line 1 of 1.
% Click here to return to "Complete View". L) BRI (8

Start Date J11 Jun ~][2021 ] © ¢ E
Procedure Name Spinal XRT to L3-L5S orH
End Date 13 Jun 2021 VIR
Anatomical Location -
Data will populate as you type. Select from list. |Splna| Cord |v| OrH
Frequency [Daily ~ OrW
Dose |3000 | O FfFH
Unit QFH
Best Overall Response (Unknown ~] O 7 W
Radiation Extent Radiation (NOS) 0 |
Logline Number 18 &eH

Printable Version View PDF Icon Ke

CRF Version 4286 - Page Generated: 08 Oct 23‘21 14:09:32 Eastern Daylight Time

If older treatments need to be entered, use Add a new log line. These additional entries will have a zero
in the Logline Number column as they are not linked to an entry in the Treatment Summary form.

Fields

Start Date: Give the date of the first dose of radiation therapy. Partial dates allowed, see below.
Procedure Name: State type of therapy.

End Date: Give the date of the last dose of radiation therapy. If this is the most recent therapy, the end
date will be the same as the date on the Treatment Summary form.

Anatomical Location: Type to filter the options in the drop down menu.
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Frequency: Schedule on which radiation therapy was given

Dose and Dose Units: State the total dose the patient received during the treatment period and the
dose units (e.g. cGy, Gy, or Rad).

Best Overall Response: Give the response for the irradiated site using the drop down menu.

Partial Dates
If the exact date is not known; ‘un’ may be substituted for the day and ‘UNK’ for the month.

Prior: Surgery Supplement (including Biopsies)
Prerequisites: Prior Treatment Summary
Description: This form documents the specifics of any prior surgical procedures for the cancer for which

the participant was registered to the study. This includes any biopsy performed to diagnose the
participant. The most recent entry will automatically populate from the Treatment Summary form.

[ & ] 10404] 2. Ciy ot Hope Comprahensive Cancar Center| 2, CA043.0004 ] 5 Basetina | [ Prior Surgery Supnlernanl_

Subject CAM43-D004 Glick<Edit4P Rencll,

Page: Prior: Surgery Supplement - Basaline ikl e

L‘.nnﬂm‘l that the date of the most recent prior therapeutic surgery is correct on the Prior Treatment Summary form before making changes here.

s may be entered here below the most recent surgery.
# W Sian Datel? Q) Procedure Nama Anatoenical Location Findings fram Procadure Residual Diseasa Extent Therapeutsc Intent M
- - = 15
& Inactivate [}

1) 18 May 2021 i
Prﬂtabl-a Varsion View POF lcon Kay E"\a Cl
CRF virsion 136 - Page Gesprated. 08 Oct 2001 1445 20 Esern Diryight Tirms

Start Date and Logline Number (if present) are auto-populated from the Treatment Summary
form and should not be edited. Click the Edit pencil to expand the empty log line and complete this
entry before addition any additional surgeries.

@ I [)10404[ & City of Hope Comprehensive Cancer Cemerl 2, CAD43-0004 I Baseline [ [ Prior: Surgery Supp\emenl_

SUﬂ;g: CA043-0004
Pagé: Prior: Surgery Supplement - Baseline B s
Confirm that the date of the most recent prior therapeutic surgery is correct on the Prior Treatment Summary form before making changes here. Older
prior surgeries may be entered here below the most recent surgery.
STy Currently viewing line 1 of 1.
Click here to return to "Complete View". Apply to Record Q)
Start Date[2] 18May 2021 & ¢ H
Procedure Name Biopsy
13
| O/H
Anatomical Location |L bar Soi |v| O/H
Data will populate as you type. Select from list. umbar -pine
Findings from Procedurs ‘
13
) OIN
Residual Disease Extent | oNA !
Was the procedure done with therapeutic intent? OYes @No Q ¢ B
Logling Number 15 G H
Printable Version View PDF  lcon Key
CRF Version 4236 - Page Generated: 06 Oct 2021 14:54:44 Easiern Daylight Time
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If older surgeries need to be entered, use Add a new log line. These additional entries will have a zero
in the Logline Number column as they are not linked to an entry in the Treatment Summary form.

Fields

Start Date: Record the date of the surgical procedure. If this record is linked to an entry in the
Treatment Summary form, it will be automatically entered. Partial dates allowed, see below.
Procedure Name: Describe the type of surgical procedure performed.

Anatomical Location: Type to filter options in the menu. Choose the best term to describe the
anatomical site of the procedure.

Findings: Briefly describe the findings of the procedure.

Residual Disease Extent: Briefly state the extent of the residual disease, if any, at the conclusion of the
operation.

Therapeutic Intent: If the surgical procedure was performed with therapeutic (curative) intent select
Yes, if not select No.

Partial Dates
If the exact date is not known; ‘un’ may be substituted for the day and ‘UNK’ for the month.

Prior: Therapy Supplement
Prerequisites: Prior Treatment Summary

Description: This form documents the specifics of any prior chemotherapy treatments. The most recent
entry will automatically populate from the Treatment Summary form.

@ IO‘HMIMI # City of Hope Comprehensive Cancer Centerl 2, CA043-0004 I | Baseline [ [ Prior: Therapy Supplemenl_

Subject: CA043-0004 Glick<Edit1Rencil
Page: Prior: Therapy Supplement - Baseline ettt ittt "\_"H_m
Confirm that the last dose dates on the Prior Treatment Summary form are correct before making changes here. Older prior treatments may be

entered here below the most recent therapies.

If multiple therapies are included in a single regimen, please report the Regimen End Date.

Date of First Date of Last Regimen End . Dose Best Overall Response Logline
# Class Dose Theretpg.r[lm;e Data Frequency Regimen DoseUnil Number
Single Agent Systemic
1 e _ _ 01 Aug 2021 _ _ _ I _ 1 O

Add a new Log line Inactivate b

Total Mumber of Prior Chemotherapy Regimens 1 0 B R
Printable Version View PDF lcon Key
CRF Version 4236 - Page Generated: 07 Oct 2021 09:02:36 Eastern Daylight Time

Start Date and Logline Number (if present) are auto-populated from the Treatment Summary
form and should not be edited.

Click the Edit pencil to expand the empty log line.
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o I O1(I4I)4I #£: City of Hope Comprehensive Cancer Cerllerl 8 CA(I43-D(ID4I = Ba.selina[ [) Prior: Therapy Supp\ement_

Subject: CA043-0004 .
Page: Prior: Therapy Supplement - Baseline ¥

Confirm that the last dose dates on the Prior Treatment Summary form are correct before making changes here. Older prior treatments may be
entered here below the most recent therapies.

&L Currently viewing line 1 of 1
Click here to return to "Complete View". Apply to Record Q)

‘What is the category for the therapy? Single Agent Systemic Chemotherapy @ # B
Date of First Dose IEI 2020 (O

7
P O E
Date of Last Dose 01Aug2021 % 7 B

Regimen End Date (required for systemic therapies) 2021 QO ¢l
Frequency Every three weeks v OFHN
Intended Dose Regimen, if applicable il | OfH
Dose 175 O Ff N
Dase Unit mgm2 __ [-] O/ H
Best Overall Respuﬂse@l (Unknown ¥ O¢H
Total Number of Prior Chemotherapy Regimens 1 O N

Printable Version View PDF  lcon Key

CRF Version 4286 - Page Gensrated: 07 Oct 2021 09:06:46 Easter Daylight Time [save |[ Cancel |

Entries from the Summary form have the log line number linked to the entry from that form. (see above)

The Date of Last Dose will also auto-populate. (see above). Do not change the Class or Date of Last
Dose on the pre-populated log lines, this data is linked to the entries on the Prior Treatment Summary
form. To change this information, return to the Prior Treatment Summary form and edit there.

Chemotherapy, multiple agents systemic OR therapies with adjuvant
For multi-agent therapies, each agent should have its own entry in the log when possible. These agents
should have a common regimen end date which will tie them together. If you only have an acronym to
describe the therapy that would receive its own line.
Ex. FOLFOX is one entry

FOLFIRI with Avastin is two separate lines with a common Regimen End Date

Use Add a New Log line to add the Avastin.

# | Class ‘Dale of First Dase| Therapy | Date of Last Dose| Regimen End Dale| Frequency |Regimen| Dnse‘ Dose Unit| Best Overall ResponseE” Lagline Numhel‘l
e Agen TRl T T 0 020 O
Limmunotheraoy = _ un vay ZUTco _ — — —- - - O 7
{Add a new Log lineflinactivate
'otal Number of Prior Chemotherapy Regimens Pl v |
Elgll;n\«'aetr)slzlyfzr;é?r:ja\gffgvenzg;d "f;gci(zegm 16:24:03 Eastern Daylight Time
# Class Date of First Dose| Therapy | Date of Last Dose| Regimen End Date| Frequency Regimen Dose Dose Unit Bast Overall Response Logline Number
1 | Single Agent Systemic Chemotherapy | _ _ 20 Jul 2020 _ _ _ _ _ _ 1
2 | Chemotherapy, multiple agents systemic 5 Jun 2021 FOLFIRI 28 Aug 2021 |10 Sep 2021l Every four weeks|_ _ _ _ 2
3 | Immunotherapy _ _ un May 2018 _ _ _ _ _ 5
4 | Chemotherapy, multiple agents systemic| 6 Jun 2021 Avastin | 29 Aug 2021 Every four weeks| _ _ _ _ 0

If older therapies need to be entered, use Add a new log line. These additional entries will have a zero
in the Logline Number column as they are not linked to an entry in the Treatment Summary form.
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For any additional entries you will have to provide the Therapy class and Date of Last dose. These will
not auto-populate.

Fields

Category: Auto-filled based on entry in Treatment Summary form. This field will need to be completed
for additional entries.

Date of First Dose: Enter the date of the first dose of the prior therapy. Partial dates allowed, see below.
Therapy: State the generic name of the agent that was used. In the case of a standard regimen of
multiple agents, the conventional abbreviation for the regimen (i.e., MOPP, CHOP, CAF, etc.) may be used.
Date of Last Dose: Enter the date of the last dose of the prior therapy. Auto-filled based on entry in
Treatment Summary form if the most recent therapy. If this needs to be changed, update the value on
the Treatment Summary form. This field will need to be completed for additional entries. Partial dates
allowed, see below.

Regimen End Date: Date of the last dose of the last therapy in the regimen for multi-agent systemic
treatment. Partial dates allowed, see below.

Frequency: Choose frequency from drop-down list.

Intended Dose Regimen: Intended schedule or treatment plan.

Dose: State total numerical dose. Do not use a comma or other symbols in this field.

Dose Unit: Choose unit from drop-down list.

Best Overall Response: Select the best response encountered from drop down menu.

Partial Dates
If the exact date is not known; ‘un’ may be substituted for the day and ‘UNK’ for the month.

Baseline Symptoms Presence
Prerequisites: None

Description: This form documents the presence of symptoms at the participant’s baseline or screening
visit prior to taking the first does of the study agent. All baseline symptoms need to be graded based on
CTCAE criteria. If the recorded grade is not permissible, please have symptom regraded. An event that is
not gradable with CTCAE when the participant is screened for the study should not be recorded as a
baseline symptom, add this to the Baseline Medical History form. Conditions the patient has a history of,
but are not currently active, should not be entered here but added to the Baseline Medical History.

_ a I O1D404I #£City of Hope Comprehensive Cancer Cerﬂerl 2, CAD43-0004 I ra Baseline[ [] Baseline Symptoms Presence _

[} Baseline
[% Baseline Medical History,
[& Prior: Treatment Summa

[ Prior: Radiation
Supplement Any Baseline Symptoms? @Yes ONe O ¢ H

[& Prior: Surgery Suppleme
. Printable Version View PDF lcon Key
[& Prior: Therapy SUPPIEME | CRE Version 4286 - Page Generated: 07 Gt 2021 11:42:36 Eastem Daylight Time
[ Baseline Symptoms
Presence

Subject: CA043-0004
Page: Baseline Symptoms Presence - Baseline EN

Answering YES will add the Adverse Baseline Symptoms form to the Baseline folder
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Fields

Any Baseline Symptoms?: Select Yes if any adverse symptoms are present at the participant’s baseline
or screening visit, otherwise select No.

Selecting Yes will trigger the Adverse Baseline Symptoms form. See below:

_ foi IO1D404I@City’ of Hope Comprehensive Cancer Centerl 2, CAD43-0004 I | Baseline[ [7) Baseline Symptoms Presence _

(3 Baseline
[% Baseline Medical History
[ Prior: Treatment Summa

[ Prior: Radiation
Supplement

|3 Prior: Surgery Supplems
|3 Prior: Therapy Suppleme

[% Baseline Symptoms
Presence

[] Adverse Baseline

Symptoms

Saved

Subject: CA043-0004
Page: Baseline Symptoms Presence - Baseline

Answering }_;ES will add the Adverse Baseline Symptoms form to the Baseline folder

Any Baseline Symptoms?

Printable Version View POF lcon Key
CRF Version 4286 - Page Generated: 07 Oct 2021 11:47:58 Eastern Daylight Time
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Adverse Baseline Symptoms
Prerequisites: Baseline Symptoms Presence

Description: This form documents the details of adverse symptoms present at the participant’s baseline
or screening visit.

@ I Omdl]dl@()ity of Hope Comprehensive Cancer Centerl 2, CAD43-0004 I | Baseline [ [£] Adverse Baseline Symptoms_

Subject: CA043-0004

Page: Adverse Baseline Symptoms - Baseline 4
Record Adverse Baseline Symptoms ongoing at study start
Ly Currently viewing line 1 of 1.
Click here to return to "Complete View". Apply to Record Q)
Start Date unUNK 2019 %2 7 B
Unknown start date @ oNA |

Verbatim Term recurring frequent headaches (% ¢ &l

Event tarm (CTCAE v5.0)

Select term from list. If Other, enter specify in box.?] Headache & # Bl

MedDRA Event Code 10019211: Nervous system disorders {9 ¥ &l
What was the toxicity grade? 1 &7 H
Related to Study Disease Unknown % & &l
Printable Version View PDF lcon Key
CRF Version 4574 - Page Generated: 08 Mov 2021 14:18:43 Eastern Standard Time
Fields

Start Date: Record the date that the symptom was first observed/experienced. Partial dates allowed, see
below.

Unknown Start Date: If the start date is not known, click this checkbox.

Verbatim Term: Succinctly describe the symptom/adverse event. A clinical description of the actual
adverse event should be entered. Record the diagnosis, e.g., flu, and not each specific symptom (e.g.,
chills fever, muscle aches). If pain is reported, list the anatomical location.

Event term (CTCAE v5.0): Type to filter options in the menu. Enter the CTCAE coding which was used to
grade this symptom.

MedDRA Event Code: Will auto-populate after saving based on your selected CTCAE term.

What was the toxicity grade?: Select the severity from the drop down list. Grades listed are the
permissible values for selected CTCAE term.

Related to Study Disease: Indicate if the symptom is related to the disease by selecting Yes or No. If
unknown, select Unknown.

Partial Dates
If the exact date is not known; ‘un’ may be substituted for the day and ‘UNK’ for the month.
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Baseline Pregnancy/Serology assays
See Pregnancy Test Log and Serology

Baseline Physical Exam
See Physical Exam

© Theradex Oncology Page 48 User Guide 2.5



Genetic Markers
Genetic Markers

Prerequisites: None. List of Genetic Markers are protocol specific

Description: Record genetic markers for patient, usually required for eligibility. Form is customized to
protocol. Dropdown items will vary.

Subject: CA043-0005

Page: Genetic Markers - Genetic Markers Sl
# |Collection Date | Collection Time | Genetic Marker | Result |
131 |[Aug v][2021 [z 15| | [Negative v| | O¢H
Add a new Log line Inactivate
Printable Version View PDF Icon Ke
CRF Version 4574 - Page Generated: 30 Dec 2021 15:43:14 Eastern Standard Time

Erythrocyte Sedimentation Rate Measurement

C-Reactive Protein

Antinuclear Antibody

Enter the Collection Date, Collection Time (if available), select the Genetic Marker, and select Result (if
available). Values in Results fields may vary depending on protocol. Click Save. After saving, the fields can
be edited/updated by using the Edit pencil.

After saving, the form will create a log line. To edit the entries, use the Edit pencil to the right of the log
line. To add entries, click Add a New Log line.

Subject: CA043-0005
Page: Genetic Markers - Genetic Markers & i
# |Collection Date | Collection Time | Genetic Marker | Result
1| 31Aug 2021 | 1315 | Antinuclear Antibody | Negative | VER!
nactivate
Egp \;?ersim :Sr?zrll'-‘ageegvenemt’:ed. g:ﬂogelgggﬂ 15:45:25 Eastemn Standard Time

In some studies, an upload field is available for the redacted and deidentified report of genetic marker
results.

Fields

Collection Date: Date sample (tissue or blood) was collected. Partial dates are not allowed.
Collection Time: Time sample (tissue or blood) was collected

Genetic Marker: Marker that was identified during sample (tissue or blood) analysis
Result: Positive or negative for the genetic marker
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Tumor Serology
Tumor Serology

Requirements: None

Description: Predefined set of markers in serum (blood). Some cancers produce serology markers in the
blood and measurements are used to assess disease.

Subject SV01-040323

Page: Tumor Serology - Tumer Serology B
# Collection Daie Collection Time Biomarker Result Unit Normal Range Lower Limit Normal Range Upper Limit
1 [13_}30 | | [Thyrogiobuiin - ‘w"’ /‘ [miuA |20 e ] |los®
Add a new Log line Inactivate -
R Ve a0 ate Cetersec 53 o 423 161352 s Dyign e

Enter the Collection Date, Collection Time (if available), select the Biomarker, enter Result (if available),
select the Unit, enter the Normal Range Lower Limit and Normal Range Upper Limit. Click Save. After
saving, the fields can be edited/updated by using the Edit pencil.

If additional Tumor Serology records need to be entered, click on Add a new Log line.

Saved
Subject $V01-040323
Page: Tumor Serology - Tumor Serology IE ’
# |Collection Date | Collection Time | Biomarker | Result | Unit | Normal Range Lower Limit | Normal Range Upper Limit |
1 | 01 Nov 2023 | 1330 | Thyrogiobulin | 100 | miun |20 | 200 | [VEA"|
Add a new Log line Inactivate
Printable Version View PDF Icon Key
CRF Viersion 6200 - Page Genersted: 03 Nov 2022 14:14:59 Eastern Daylight Time
Fields

Collection Date: Required. Date serum (blood) was collected

Collection Time: Time serum (blood) was collected

Biomarker: Required. Prepopulated list of biomarkers identified via serum (blood)

Result: Free text. If a numerical value is entered in this field, the Unit and Normal Range fields should
also be entered.

Unit: Standard set of units

Normal Range Lower Limit: Required. Refer to lab report.

Normal Range Upper Limit: Required. Refer to lab report.
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Lesion Evaluations
Baseline Lesion

Prerequisites: None

Description: This form allows the users to record and track lesions present at the Baseline visit.

[5] Baseline Lesion

CRF History

CA043-0004 - Baseline
Lesion

o IOﬂMMI £ City of Hope Comprehensive Cancer Center I 2, CA043-0004 I 5 Lesion Evalualiuns[ [ Baseline Lesion _

Subject: CA043-0004
Page: Baseline Lesion - Lesion Evaluations N

On Study Lesions and Ongoing Evaluations

Note: Lesions should be sequentially numbered. -
Lesion # oo ©’/H
Lacation of the Tumor/Lesion |SoﬂTi55ue |v| QrN
Description of Tumor LL posterior neck
13

| OrH
Previously Irradiated No v OFfR
Target Lesion Yes v OFf R
Followed for Response Yes v OFf R

Does patient have more lesions present at baseline? If yes, click the checkbox below to create a new blank form for the next lesion. New form is created after you enter below evaluation
fields and save this form. If any additional lesions develop after the start of protocoel treatment, use the New Lesion Presence form.

Click to add new instance of form, unclick to remove unused form. QN

Each lesion, either observed at Baseline or during the study should be assigned a unique sequential
number and never duplicated. During the course of the study this should not change and this lesion will
always be recorded with this identifier.

If multiple lesions are present, use the checkbox. After the form is saved, a new blank form will be added
to the folder to record this additional lesion. If a form is added in error, click the edit pencil and uncheck
the box. After clicking save the blank extra form will be removed.

Next, complete the remaining portion of the form (below). This will create a log line after the form is

saved.

Lesion Response

Evaluator

urrently viewing line 1 of 1.

Data will populate as you type. Select from list.

Most Relevant Diameter

= All measurements must be reported in millimeters (per RECIST)
+ The most relevant diameter should be entered first as per response criteria defined in the protocol
» When a lesion resolves, at each scheduled exam 0 (zero) should be entered for the measurement(s) and "Resolved” should be selected for the Evaluation Code

Apply to Record ()

te View'
Assessment Timepoint |Baseline [
| QN
Date of Tumor/Lesion Measurement |31 ||Aug v ||2021 | QFr
Method Used to Identify the Tumor/Lesion |CT Scan |,| Q¢ H

26 Jom O/H

Longest Measurement? O OfH
Perpendicular Measurement mm O §F B
Longest Measurement? O OfH

Bassine  ~] O ¢ B

O Independent Assessor
O Investigator (O~
@® Radiologist

Printable Varsion View PDF  lcon Key “
CRF Version 4286 - Page Generated: 13 Oct 2021 10:35:16 Eastern Daylight Time
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Saved form:

THG RADEX UAT ﬂ iMedidata [ Messages My Profile ‘? Help it Home a Logout
ONCOLOGY User: Andrew Lohrum CTMS Support and Data Management Specialist (Clinical Research Associate)

_ i I O1U4D4I@Cily of Hope Comprehensive Cancer Centerl 2, CA043-0004 | (5 Lesion Evaluations [ [] Baseline Lesion 001 _

[} Lesion Evaluations
[% Baseline Lesion 001
[£) Baseline Lesion

Saved

Subject: CA043-0004
Page: Baseline Lesion 001 - Lesion Evaluations &

[£] New Lesion Presence

CRF History !ﬂew form at!ded to folder by w1 & ¢ E

CA043-0004 - Baseline using the new instance checkbox

Lesion 001 Soft Tissue % ¢ B
Description of Tumor LL posterior neck &% # &
Previously Irradiated No 9 ¢ B
Target Lesion Yes & § B
Followed for Response Yes @ ¢ W

Does patient have more lesions present at baseline? If yes, click the checkbox below to create a new blank form for the next lesion. New form is created after you enter below evaluation
fields and save this form. If any additional lesions develop after the start of protocol treatment, use the New Lesion Presence form.

Click to add new instance of forg

v 9N

For each subsequent measurement or evaluation
of this lesion, click 'Add new Log Line'

+ All measurements m
= The most relevant dial

= When a lesion resolveg Resolved” should be selected for the Evaluation Code

| Method | Mast Relevant |Longest | Perpendicular | Longest Measurement? | Response | Evaluater |
[CTScan 216 (O [189 [E |Baseline  |Radiologist | G #
factivate
Printable Version View PDF  Icon Key
‘CRF Version 4256 - Page Generated: 13 Oct 2021 11:00:34 Eastern Daylight Time:

Proceed to the new Baseline Lesion form to record the evaluation of an additional lesion that is present
at Baseline.

Fields

Lesion #: A unique sequential identifier assigned to each lesion.

Location of the Tumor/Lesion: Type in the menu and select the location of the lesion from the available
options.

Description of Tumor: In this free text field, enter a description of the lesion (32 characters).

Previously Irradiated: Y/N, was this lesion treated with radiation prior to the Baseline visit.

Target Lesion: Y/N, is this lesion the target of the study therapeutic agent.

Followed for Response: Y/N, is this lesion being evaluated for response to therapeutic agent.

New Instance checkbox: If another lesion is present at the Baseline visit, click this checkbox and a new
blank form will load into the folder after saving the current form. Each lesion will need a unique number
to keep their evaluations separated. Do not use this feature for new lesions that appear during the
study.

For the first entry, these fields are displayed and open on the form. For each additional
evaluation, click Add a New Log Line and the Edit pencil in the new row to enter data in these
fields.

Assessment Timepoint: For the first entry, select Baseline. For each additional evaluation select the
appropriate timepoint from the drop-down menu.
Date of Tumor/Lesion Measurement: Date of evaluation.
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Method Used: Select the method used to measure the tumor/lesion.

Most relevant Diameter: Size in mm of the diameter of the lesion which is either the longest
measurement for a lesion or shortest for a lymph node.

Longest Measurement?: Use this checkbox if the diameter measurement is the greater value of this
evaluation. For lesions, this value would be selected.

Perpendicular Measurement: Size in mm perpendicular (90°) to the most relevant diameter recorded
above.

Longest Measurement?: Use this checkbox if the perpendicular measurement is the greater value of
this evaluation. For lymph nodes, this value would be selected.

Lesion Response: Assessment of any changes in size of the lesion/tumor.

Evaluator: Select the radio button to record whom performed the evaluation.

New Lesion Presence
Prerequisites: All Baseline Lesions are recorded.

Description: This form allows the users to create a new entry for lesion(s) that appear after the Baseline
visit.

13 I O1l]4l)4| £ City of Hope Comprehensive Cancer Center I 13, CAD43-0004 | (5 Lesion Evaluations [ [5) New Lesion Presence_

. . Subject: CA043-0004
B Baseline Lesion 001 Page - Lesion Evaluations D 7

[7] New Lesion Presence

(3 Lesion Evaluations.

This form is only for new lesions that appear after treatment has begun

Were any lesions reported after study start? @Yes ONa O ¢ H
CRF History . . .
Printable Version View POF lcon Key
CAD43-0004 - New Lesion CRF Version 4236 - Page Generated: 13 Oct 2021 14:25:42 Eastern Daylight Time

Presence

If a lesion appears after treatment, select Yes in this form and click Save. A new form will be loaded into
the folder to record the lesion and its evaluations (see below).

_ @ I O10404I<§City of Hope Comprehensive Cancer Cenlerl& CAD43-0004 I 5 Lesion Evalualions[ [] New Lesion Prasence

3 Lesion Evaluations.

Saved

Baseline‘Lesion 001 Subject: CA042.0004
[7 New Lesion Presence || Page: New Lesion Presence - Lesion Evaluations o7

| | New Lesion | [~ ew lesions that appear after treatment has begun
udy start? ves ¢ H

CRF History Printable Version View PDF lcon Key

T CRF Version 4286 - Page Generated: 13 Oct 2021 14:58:04 Eastern Daylight Time

New form

Fields

Were any lesions reported after study start? Y/N, select yes if a new lesion(s) occurs after the Baseline
visit.
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New Lesion
Prerequisites: New Lesion Presence

Description: This form allows the users to record and track lesions present after the Baseline visit.

@ IO1D4D4I #LCity of Hope Comprehensive Cancer Centerl 2, CAD43-0004 I =] Lesion Evaluations [ [£] New Lesion

Subject: CA043-0004
Page: New Lesion - Lesion Evaluations SN

New Lesions Appearing During Study

Note: Continue the sequential numbering started on the Baseline Lesion
form. O ¢ ®
Lesion #[2]
Location of the Tumar/Lesion [Soft Tissue - O f®
Description of Tumor ‘LR neck ‘
13

| O/ W

Followed for Response Qf R

Has the patient developed another lesion during the study treatment besides this one? If so, click the checkbox below to add another blank lesion form. New form is created after you
enter below evaluation fields and save this form.

Click to add new instance of form, unclick to remove unused form. O FfFH

Each lesion, either observed at Baseline or during the study should be assigned a unique sequential
number and never duplicated. During the course of the study this should not change and this lesion will
always be recorded with this identifier.

When assigning an identifier to this new lesion, you will choose the next number in numerical sequence
for all lesions/tumors in the Lesion Evaluations folder. No existing numbers should be replicated or
reused.

Example: If 001, 002, and 003 are used in the Baseline Lesion forms, assign 004 to the next new lesion

not present at the baseline visit.

If multiple lesions are present, use the checkbox. After the form is saved, a new blank form will be added
to the folder to record this additional lesion. If a form is added in error, click the edit pencil and uncheck
the box. After clicking Save, the blank extra form will be removed.

Next, complete the remaining portion of the form (below). This will create a log line after the form is
saved.
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+ All measurements must be reported in millimeters (per RECIST)
+ The most relevant diameter should be entered first as per response criteria defined in the protocol
» When a lesion resolves, at each scheduled exam 0 (zero) should be entered for the measurement(s) and "Resolved” should be selected for the Evaluation Code

Assessment Timepoint ||Confirmett0r\.r scans 6 weeks |f0||0wing initial documentation of an objective response |V| OrH
Date of TumoriLesion Measurement [05  |[Sep v][2021 | O ¢ H
Method Used to Identify the Tumor/Lesion |CT Scan ~ O¢fH
Most Relevant Diameter mm O N
Longest Measurement O QO¢H
Perpendicular Measurement mm QO rFH
Longest Measurement? O ©O¢H
Lesion Response O FH
Evaluator ® Independent Assessor

O Investigator O/l

O Radiologist

Printable Version View PDF lcon Key ﬁ

CRF Version 4286 - Page Generated: 13 Oct 2021 15:21:24 Eastern Daylight Time

Saved form:

_ i I 010404I@City of Hope Comprehensive Cancer Centerl 2, CA043-0004 I [~ Lesion Evaluations [ [ New Lesion 002 _

3 Lesmr-1 E\ralu.atlons e

[ Baseline Lesion 001 Subject CA043-0004 I}

[% New Lesion Presence ~ Page: New Lesion 002 - Lesion Evaluations &
[ New Lesion 002 New Lesions Appearing During Study

[£) New Lesion

Note: Continue the sequential numbering started on the Baseline Lesion
form.

02 G5 H

CRF History

CAQ43-0004 - New Lesion
002

New form added to folder by
using the new instance checkbox

Soft Tissue % ¢ B

CA043-0004 - New Lesion
Presence LR neck 0 F R
CA043-0004 - Baseline Followed for Response
Lesion 001 P No @7 H
AL011-0909 - Shipping Has the patient developed another lesion during the study treatment besides this one? If so, click the checkbox below to add another blank lesion form. Mew form is created after you enter
Status below evaluation fields and save this form
AL011-0909 - Receiving 5 A .
Status Click to add new instance of form, unclick to remove unused form. v O/ H
AL011-0909 - Specimen
Collection Details » All measurements .
AL011-0909 - Consent for o s e For each subsequent measurement or evaluation
Optional Vaccine Researcl = When a lesion resc of this lesion, click 'Add new Log Line' ed” should be selected for the Evaluation Code
Sub-Study
AL011-0888 - Shippin S s - - i i
Status pRing # | Assessment Timepoint Tumor/Lesion |dentify the Relevant I\;gzgsiment ;;gﬁ?:;ﬁ::ftr hld‘g:gﬁfelmem., I%:;Izrll'lse Evaluator

- Measurement TumoriLesion Diameter ) P
AL011-0888 - Receiving r
Status Confirmatory scans § S Not Independent V)

1 | following initial docgfientation of an| 05 Sep 2021 CT Sean 73 O 42 O " F

AL011-0888 - Copy . — Examined | Assessaor
Shipping Add a new Log lineflinactivate

AL011-0888 - Specimen intable’Version™ View PDF  Icon Key
Collection Detaifs CRF Version 4236 - Page Generated: 13 Oct 2021 15:30-41 Eastem Daylight Time

Fields

Lesion #: A unique sequential identifier assigned to each lesion.

Location of the Tumor/Lesion: Type in the menu and select the location of the lesion from the available
options.

Description of Tumor: In this free text field, enter a description of the lesion (32 characters).

Followed for Response: Y/N, is this lesion being evaluated for response to therapeutic agent?

New Instance checkbox: If another lesion is present after the start of the study, click this checkbox and
a new blank form will load into the folder after saving the current form. Each lesion will need a unique
number to keep their evaluations separate.
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For the first entry, these fields are displayed and open on the form. For each additional
evaluation, click Add a New Log Line and the Edit pencil in the new row to enter data in these
fields.

Assessment Timepoint: For the first entry, select Baseline. For each additional evaluation select the
appropriate timepoint from the drop-down menu.

Date of Tumor/Lesion Measurement: Date of evaluation.

Method Used: Select the method used to measure the tumor/lesion.

Most relevant Diameter: Size in mm of the diameter of the lesion which is either the longest
measurement for a lesion or shortest for a lymph node.

Longest Measurement?: Use this checkbox if the diameter measurement is the greater value of this
evaluation. For lesions, this value would be selected.

Perpendicular Measurement: Size in mm perpendicular (90°) to the most relevant diameter recorded
above.

Longest Measurement?: Use this checkbox if the perpendicular measurement is the greater value of
this evaluation. For lymph nodes, this value would be selected.

Lesion Response: Assessment of any changes in size of the lesion/tumor.

Evaluator: Select the radio button to record whom performed the evaluation.
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Logs: VS - Preg - CM -SR - TR
Vital Signs

Prerequisites: None

Description: This log is used to record the vital signs at each visit as required by protocol.

] Logs: VS - Preg-CM - £
! Subject: CA043-0004
[ Vital Signs Page: Vital Signs - Logs: VS - Preg -CM - SR-TR b
regnancy Test Log Unit must be selected or data will be flagged as non-conformant I}
P i L Currently viewing line 1 of 1. —
C itant and P & y )
B Mir;?g:alnﬁg andrrier Click here to return to "Complete View". H T )
[ Serology Date 2021 Qo
Transfusion .
. Time N
CRF History Performance - . : . e n -
Status | 1=ECQG: Restricted in physically strenuous activity but ambulatery and able to camry out werk of a light or sedentary nature, e.g., light house work, office work - ‘ @]
CAQ043-0004 - Vital Signs
CA043-0004 - Baseline Weight Q
Lesion 001
Height s [nv] O
Body Surface Area o
Temperaurs o
Puis o
Respiratory Rate o
Systolic Blood Pressure o]
Diastolic Blood Pressure Q
Oxygen Saturation[?] 98 Q
Printable Version View PDF Icon Key
CRF Version 4236 - Page Generated: 22 Oct 2021 11:14.08 Eastern Daylight Time

Enter the Date and time vitals were taken. In each filed enter the value in the text box and select the
appropriate unit in the drop down. After saving, the form will create a log line. To edit the entries, use
the Edit pencil to the right of the log line. To add entries, click Add a New Log line.

&1 | (910404 22 Chy of Hope Comprehensive Cancer Center | 9, CA043-0004| (3 Logs: VS - Preg - CM - SR - TR| [ Vital Signs _

Saved
Subject: CA043-0004
Page: Vital Signs - Logs: VS -Preg -CM - SR -TR B
Unit must be selected or data will be flagged as non-conformant.
Body q 9 Diastolic
# Date | Time Performance Status Weight Height'Surface Temperature Pulse r‘F,k:Sp"amw DSySIUI'C ol Blood Onge':'
Area ate ressure Pressure Saturation|:
A 1 = ECQOG: Restricted in physically strenuous activity but ambulatory 130 78 15
1 U9 113:45 and able to carry out work of a light or sedentary nature, e.g_, light 66in | 166 369C 5 . [136 mmHg | 72 mmHg 98 % &
2021 s LB beats/min | breaths/min

Add a new Log line §nactivate

Fields

Date: Enter date vital signs were taken

Time: Time the vital signs were taken

Performance Status: Eastern Cooperative Oncology Group measure of functional status
Weight: Weight of participant in kilograms or pounds (kg or LB).

Height: Height of participant in centimeters or inches (cm or in).

Body Surface Area: Record body surface area of participant in m2.

Temperature: Temperature of participant in Celsius or Fahrenheit (C or F).

Pulse: Measured pulse rate of participant in beats per minute (beats/min).

Respiratory Rate: Observed respiratory rate of participant in breaths per minute (breaths/min).
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Systolic Blood Pressure: Measured systolic blood pressure in mmHg

Diastolic Blood Pressure: Measured diastolic blood pressure in mmHg
Oxygen Saturation: Measurement captured using a pulse oximeter (%). If part of blood draw, record
oxygen saturation on the Blood Gases form.

Pregnancy Test Log

Prerequisites: None

Description: This log records the results of pregnancy tests that occur as required by protocol.

Qualitative Results (Positive/Negative)

(3 Logs: VS - Preg - CM - €
-TR

Subject CA043-0004

B Vil Signs Page: Pregnancy TestLog - Logs: VS - Prag - CM - SR TR B
Result
) Pregnancy Test Log ; o ;
PRI | |Leb TestName e e %:i“"‘e" Collection Date Collection Time &':;‘L“:;’..‘,; e octad Jenon helvae th  inx RmEiREmE lere  | MemEFeres U
fcati next field)
Soral o [Baseline ] . y Negatvel ]| Wi
g erensy " Beta I 2021 [ y Jloa
S Add a new Log line Inactivate
Printabl Version View PDF _lcon Key
CRF History CRF Version 4286 - Page Generated: 22 Oct 2021 12:15-11 Easlem Daylight Time

Quantitative Results (Numerical value)

3 Logs: VS - Preg - CM -
-TR

Subject: CA043.0004

el i Page: Pregnancy Test Log - Logs: VS - Preg - CM - SR - TR — B
| Pregnancy Test Lot o
m— # |LabTestName Assessment Timepoint %;Z""‘e" Collection Date Collection Time n’! e”;‘:)';i’.,‘,; I;eT:IES::J 5.'.'5*.2'3?.3'.‘.'.5.!.2 Unit Normal Range Lower Limit  Normal Range Upper Limit
ext fleld)
€ Baseline ] - Numeric o s
1|[EE F i mum_| or®
Add a new Log fine Inactivate
Printable Version View PDF Icon Key
sssssssss T boge Generted 3 03021 1215 1 Easten oy e

CRF History GRF Ve

To record qualitative results, select Positive or Negative from the Results drop down menu.
For quantitative results, choose Numeric and enter the value in the open field below. Then proceed to
record the unit, normal range lower limit, and normal range upper limit of the assay.

Fields

Assessment Timepoint: Protocol timepoint
Specimen Type: Indicate the sample collected for testing.
Collection Date: Date sample was collected.
Collection Time: Time sample was collected.
Result: Select Positive or Negative for qualitative test results. Select Numeric for quantitative tests, enter

the numeric value in the opened box.

Unit: For quantitative tests, select reported units.
Normal Range Lower Limit: For quantitative tests, refer to lab report.
Normal Range Upper Limit: For quantitative tests, refer to lab report.
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Concomitant and Prior Medications
Prerequisites: None

Description: This log records all medications administered to the participant while on study. This should
also include treatments administered for adverse events.

Subject: CA043-0004

Page: Concomitant and Prior Medications - Logs: VS - Preg - CM - SR - TR EN
:
CHCK TEre W 1e [ T0Mipiete View" Aoply to Record )
Start Date [un  |Mar ~]2018 | O ¢ ®
End Date | | | Or®
4
A OrH
Total Daily Dose 300 QR
Unit mg -] O¢H
Frequency |Twice a day V| [~
Intended Dose Regimen, if applicable I~]| | OfE
Indication Pain | (oA
Printable Version View POF lcon Ke
CRF Version 4236 - Paoe Gensraled: 25 Oct 2E¥21 09:54:16 Eastern Davliaht Time

After saving, the form will create a log line. To edit the entries, use the Edit pencil to the right of the log
line. To add entries, click Add a New Log line.

Pag:c_\: Concomitant and Prior Medications - Logs: VS - Preg -CM - SR - TR 2 ‘
# | StartDate | End Date | Therapy | Total Daily Dose |Unit |Frequency | Intended Dose Regimen, if applicable | Indication |
1 | un Mar 2019 ‘_ ‘ Gabapentin 300 | mg Twice a day |_ | Pain | 9
- Pfclivate - l\
# Start Date End Date Therapy Total Daily Dose Unit Frequency Intended Dose Regimen, if applicable Indication

1 |un Mar 2019 _ Gabapentin 300 mg Twice a day _ Pain 0 F
2 |unSep 2019 09 Mar 2021 Eliquis 25 mg Twice a day _ Anticoagulation VI
3 |unUNK 2019 _ Tylenol 1000 mg Twice a day _ Pain &
4 |un Sep 2020 _ Melatonin 10 mg Every night _ Insomnia 0 F
5 |un Dec 2019 _ Allegra _ Unknown Daily As Needed Allergic rhinitis &
6 |unUNK 2018 _ B copmplex _ Unknown Daily _ Supplement &
7 |unUNK 2018 _ Vitamin D3 2000 1v] Daily _ Supplement 0 F

Add a new Log line Inactivate

Fields

Start Date: Date first does of medication was taken. Partial dates allowed, see below.

End Date: Date of last does of medication was taken. If participant is still continuing treatment at the
end of study leave this field blank. Partial dates allowed, see below.

Therapy: Record the therapeutic agent. In case of drugs state the generic name of the drug
administered. In the case of combinations such as trimethoprim/sulfamethoxazole, state the brand
name (i.e., Bactrim).

Total Daily Dose: Enter the total daily dose of the agent.

Unit: Unit of agent administered. Type in the menu to filter.

Frequency: Record the frequency/schedule of drug administration.

Intended Dose Regimen: If the frequency of administration differs from the intended regimen, note the
difference here.
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Indication: Reason drug is being administered. For example, if Bactrim is administered as a prophylactic,
state “pneumocystis prophylaxis”.

Partial Dates
If the exact date is not known; ‘un" may be substituted for the day and ‘UNK’ for the month.

Serology
Prerequisites: None

Description: This log records the results of any serology assays performed if required to assess eligibility
and while on study.

— o l (2110404 I #City of Hope Comprehensive Cancer Centerl 2, CAD43-0005 l = Logs: VS - Preg - CM - SR - TR[ [ Serology _

] Logs: VS - Preg - CM -4
-TR

Subject: CA043-0005
[ Vital Signs Page: Serology - Logs: VS - Preg -CM - SR - TR D ¥
[ Pregnancy Test Log # |Lab TestName | Specimen Type | Collection Date: | Collection Time | Result |
[ Concomitant and Prior ‘ Serum v ‘ EL |[Aug v][2021 | ‘ 13 {15 | | [Negative ~ | | QFfH
Medications 5
[) Serology s | crr 5434 Eastemn Standard Time

B Transfusi Hepatitis A Virus Antibody
ransfusion

Hepatitis B Virus Surface Antigen

CRF History
CAD43-0005 - Serology
CA043-0005 - Vital Signs
CAD43-0004 - Serology
CA043-0004 - Vital Signs

Hepatitis C Virus Antibody

HIV-1 Antibody

Qccult Blood

After saving, the form will create a log line. To edit the entries, use the Edit pencil to the right of the log
line. To add entries, click Add a New Log line.

Subject: CA043-0005

Page: Serology - Logs: VS - Preg -CM - SR -TR &

#  |Lab Test Name Specimen Type Collection Date Collectign Time Result

1 atitis A Virus Antibody Serum 31 Aug 2021 13:15 Iﬁ} Negative (VI

nactivate
Printable Version View PDF  lcon Key
CRF Version 4574 - Page Generated: 13 Dec 2021 14:57:59 Eastern Standard Time

Fields

Lab Test Name: Choose the assay from the drop down menu.
Specimen Type: Select the type of specimen from the drop down menu.
Collection Date: Date sample was collected.

Collection Time: Time sample was collected.

Result: Result from lab report. Positive/Negative.
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Transfusion
Prerequisites: None

Description: This log records any transfusion received by participant.

| (310404 £ City of Hope Comprehensive Cancer Center | 2 CA043-0004 5 Logs: V'S - Preg - CM - SR - TR| [3 Transfusion _

(3 Logs: VS -Preg-CM - &

-TR Subject: CA043-0004
B Vital Signs Page: Transfusion - Logs: VS -Preg -CM - SR-TR D 3
P TestL # |StartDate | Start Time | Transfusion companent | Number of Units |

regnan: esl 0

. anancy dpg' 1|18 |[Aer_v|[2018 ] | | | [Whole Blood v HE ] Unit(s) | el

& M:dicatinns and Frior Add a new Log line Inactivate
Printable Version View PDF Icon Key

[& Serology CRF Version 426 - Page Generated: 25 Oct 2021 11:10:53 Eastem Daylight Time
[ Transfusion h

After saving, the form will create a log line. To edit the entries, use the Edit pencil to the right of the log
line. To add entries, click Add a New Log line.

Subject: CA043-0004
Page: [IELEGETT - Logs: VS - Preg - CM-SR - TR B*
t | Start Date | Start Time | Transfusion companent | Number of Units |
11 18Apr2018 | | Whole Blood | 2 uniis) | VEE
(Add anew Log lineflinactivate
gFralll;l \?ei fzrgéc-'rll!ai;:nazfed Izcsn gc:'l(zegm 11:17 34 Easlem Daylight Time

Fields

Start Date: Date the transfusion was initiated.

Start Time: Time the transfusion was initiated.

Transfusion Component: Select the product from drop down menu.

Number of Units: Enter total number of units administered in the transfusion.
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Physical Exam
Physical Exam

Prerequisites: None

Description: This form records the observations from a physical exam that occur at Baseline, on study,
and at Follow-up.

_ o I O1U4D4| £ City of Hope Comprehensive Cancer Cerﬂerl 2 CA(I43—0(ID4I 7 Physical Exam [ [ Physical Exam _
. rry i s

) e
% EK':: Z::: Exam Date 31 JAgvl[2021 | O ¢ W
Click to add new instance of form, unclick to remove 0 o0/H
CRF History unused form.
CAD43-0004 - Physical # Body System Result Comment if Abnormal or any change from Baseli
Exam 1 | HIEENT . O R
2 | Neck . [~
3 | Respiratory p (@™
4 | Cardiovascular Occasional PVCs P OFfFHN
5 | Gastrointestinal P O FfFHN
6 | Musculoskeletal P OFfFHN
7 | Dermatologic | (O~
1 & | Hematopoietic/Lymph ) QFH
9 | Endocrine/Metabolic ) OFfFHN
| 10 | Urinary . QfrH
11 | Genitalia ) QrH
12 | Breasts . QO rH
13 | Pelvis ) OfH
14 | Abdomen ) OFrH
15 | Neurologic P (O
1 16 | Psychologic Anxisty p (@l
17 | Immune P O 5K
18 | Other ) O rH
Add a new Log line Inactivate
Egpt\?etr)sliuy fsr?icfr::a\:leévngiu;lfg ::52521 10:42:10 Eastern Standard Time
Fields

Exam Date: Record date of the physical examination.

Result: Indicate whether the findings for the particular body system were either Normal, Abnormal, or
Not Evaluable (i.e. that particular body system was not examined).

Comments: If the status of a particular body system is Abnormal or has changed from baseline, give a
brief description of the change.
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To add a new instance of the form
Follow these steps to add an additional blank physical exam form:

Go to the last completed Physical Exam form.
Go to the ‘Click to add ..." field.

Click on the Edit Pencil.

Click the check box.

Click Save.

AW N =

_ & | (10404 45 City of Hope Comprehensive Cancer Center| 2 CA043-0004 | (5 Physical Exam| [ Physical Exam 31 Aug 2021 _

% Physical Exam

& Physica'{xam 31 Aug
2021

Subject: CA043-0004
Page: Physical Exam 31 Aug 2021 - Physical Exam

Exam Date

CRF History

3| CA043-0004 - Physical
Exam 31 Aug 2021

Q, Click to add new instance of form, unclick to remove
== unused form.

e
4 [Newinformaton @ @ 7 8
e

&
31 Aug 201 0‘3‘; |

# Body System Result Comment if Abnermal or any change from Baseline
1 | HIEENT Mormal Qg |
2 | Neck Normal VR
16 | Psychelogic Abnormal Anxiety v ]
17 | Immune Mot Evaluable v IR
18 | Other Not Evaluable VIR

Add a new Log line Inactivate

Printable Version View PDF  lcon Kay
CRF Version 4574 - Page Generated: 16 Mov 2021 10:58:44 Eastern Standard Time

The new form will be available in the panel to the left:

5, [sawe][Cancal]

_ @ IOHMIMI #:City of Hope Comprehensive Cancer Cemerl 53, CAD43-0004 | 5 Physical Exam [ [5] Physical Exam 31 Aug 2021 _

[ Physical Exam

[ Physical Exam 31 Aug
nl - 2021
[£) Physical Exam

Saved

Subject: CAD43-0004
Page: Physical Exam 31 Aug 2021 - Physical Exam

xam Date
1 CRF History Click to add new instance of form, unclick to remove
CAD43-0004 - Physical unused form.
4/ Exam 31 Aug 2021 # I Dadi Cucmbnmn I Pl I —— 41 Alimnrmenl ae mmes abkamen frnmn Danalina

To remove an extra form

&
IMAug2021 B 7 H

Vil v IV |

For a form that was added but not needed, the empty form can be removed following the steps below:

Go to the last completed Physical Exam form.
Go to the ‘Click to add ...’ field.
Click on the Edit Pencil.

AN =

Click Save.

© Theradex Oncology Page 63

Click on the checkmark, it will be removed, and the checkbox will be empty.

User Guide 2.5



'_ 2 | (910404| 4 City of Hope Comprehensive Cancer Center | 2 CAD43-0004 | (5 Physical Exam| [} Physical Exam 31 Aug 2021 _

|3 Physical Exam
[ Physical Exam 31"] ug

Subject: CAD43-0004
Page: Physical Exam 31 Aug 2021 - Physical Exam

& ¥

31Au920¢ VIR
3
4 [Newinformation v] 0 & # B

V2, Click to add new instance of form, unclick to remove

CRF History . unused form.

CA043-0004 - Physical # Body System Result Comment if Abnormal or any change from Baseline

Exam 31 Aug 2021

A0 B 1| HEENT Normal Or'u
16 | Psychologic Abnormal Anxiety & E
17 | Immune Mot Evaluable v I
18 | Other Not Evaluable VIR

Add a new Log line Inactivate

Printable Version View PDF
CRF Version 4374 - Page Generated: 16 Nov 2021 10:58:44 Eastern Standard Time

lcon Kay

S, [Save][Cancel]

The extra form will be removed from the panel to the right:

% Physical Exam

[% Physical Exam 31 Aug
2021

CRF History

CA043-0004 - Physical
Exam 31 Aug 2021

© Theradex Oncology
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Saved

Subject: CA043-0004

Page: Physical Exam 31 Aug 2021 - Physical Exam N
Exam Date 31Aug2021 &% 7 Bl
Click to add new instance of form, unclick to remove @58
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PK/PD/PG
PK PD PG Dosing and Sample Collection

Prerequisites: None

Description: This form records information on specimens that are collected for Pharmacokinetic,
Pharmacodynamic, and/or Pharmacogenomic analysis.

& PKPDIPG )

B g:mppﬁl’;&“iﬁ:;‘g and gﬁg{fc'pﬂg?é’%?smg and Sample Collection - PKIPDIPG B
CRF History Upload the deidentified PK Time Form No file chosen OorH
CAD43-0004 - PK PD PG -

Coracian” SemPe Clck oot ratom o “Complete Viow” Appiyto Recara ()

Choose classification of testing ) Pharmacckinetic

O Pharmacodynamic O 7 &
(O Pharmacogenamic

Sty Tresment Narve 0w
Start Date \:I
For baseline, record planned date; record actual date of dose for subsequent samples. -v \:I o8
Dose Start Time [ " JTors
Dose End Time [ Jorm
What was the planned time point of the sample collection? . v O¢H
== Jorm
Collection Time [ 1T oss

Printable Version View PDF Icon Ke: -

CRF Version 4574 - Page Generated: 30 Dec. 2h21 14:13:33 Eastem Standard Time Save | [ Cancel |

Fields

Upload the deidentified PK Time Form: Upload the PK form that contains the data collected during
specimen collections. Remove all identifiers from report, including from report name.

Choose classification of testing: Select Pharmacokinetic, Pharmacodynamic, or Pharmacogenomic.
Study Treatment Name: Select the appropriate study treatment from the dropdown. If the same blood
sample is being used for multiple tests, add a new a logline, and enter data for the other treatment.
Start Date: Treatment start date.

Dose Start Time: Time dose started.

Dose End Time: Time dose ended.

What was the planned time point of the sample collection?: Select the appropriate timepoint from
the dropdown. There may be timepoints specific for PK and PD. Select only the timepoints that apply to
the classification selected.

Collection Date: Date sample was collected.

Collection Time: Time sample was collected.
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Select Choose File and Upload the deidentified PK Time Form. Choose the classification of testing.
Select the Study Treatment Name. Enter the Start Date, Dose Start Time, Dose End Time (if available).
Select the planned time point of the sample collection. Enter the Collection Date and Collection Time (if
available). Values in Study Treatment Name and planned time point fields may vary depending on

protocol. Click Save.

i lO10404I@City of Hope Comprehensive Cancer Cemerl& CA043-0009 | 5 PK/PD/PG [ [}] PK PD PG Dosing and Sample Collection _

Subject: CA043-0009
Page: PK PD PG Dosing and Sample Collection - PK/IPDIPG

Upload the deidentified PK Time Form
Currently viewing line 1 of 1.
Click here to return to "Complete View".

Choose classification of testing

Study Treatment Name

Start Date

For baseline, record planned date; record actual date of dose for subsequent samples.

Dose Start Time

Dose End Time

What was the planned time point of the sample collection?
Collection Date

Collection Time

Printable Version View PDF Icon Key
CRF Version 4574 - Page Generated: 12 Jan 2022 15:35:45 Eastern Standard Time

B¢

Choose File | PK form.docx QO ¢H

Apply to Record ()

@® Pharmacokinetic
C'Pharmacedynamic (O # &l
) Pharmacogenomic

Q¢H
orm

[1z_Joo | osE
2 | orm

|ArchivaITumor Tissue (Strongly preferred) V‘ [ON
O
t_fw | osW

After saving, the form will create a log line. To edit the entries, use the Edit pencil to the right of the log
line. To add entries, click Add a New Log line.

Saved

Subject: CA043-0009
Page: PK PD PG Dosing and Sample Collection - PKIPD/PG

Upload the deidentified PK Time Form

# | Classification ‘Sludy Treatment Name |Slar‘t Datel?]

w I010404| Zi-City of Hope Comprehensive Cancer Centerl £, CA043-0009 I 4 F'K.'PD,’PG[ [£]PK PD PG Dosing and Sample Collection _

& r

PKformdocx €% F ™
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‘ Dose Start Time |Dose End Time |Timepoint ‘ Collection Date ‘Cnlledinn Time |
1 | Pharmacokinetic | BAY 1895344 [10Jan2022  [12:00 [12:30 | Archival Tumor Tissue (Strangly preferred) 109 Jan 2022 [11:00 | @ m
Add a new Log line Binactivate
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Course
Course Initiation

Prerequisites: None

Description: This form records the course number, treatment arm, and assigned treatment of the
participant. In some studies, this form is present with all associated forms for the Course/Cycle. If all
forms are present, this form still needs to be completed first. Please refer to the red instructions at the
top of the form.

s lo10404l@city of Hope Comprehensive Cancer Centerl £, CA043-0004 | £ Course/Cycle 01 I [) Course Initiation _

3 Course/Cycle 01
Course Initiation

jact CA043-0004
urse Initiation - Course/Cycle 01

CRF History
CAD43-0004 - Course
Initiation

CAD43-0003 - Course
Initiation

CAD43-0003 - Drug
Administration
CAD43-0004 - Adverse
Baseline Symptoms
CAD43-0004 - Baseline
Medical History

Course #
Start date of this course
Description of Planned Arm

Treatment

This form must be completed before any other form in this course folder. Other forms rely on the course start date for proper functiening.

¢

1 @uN
(O
(Doublet Combination ~| O # 8

Assignment [ TAC2: BAY 1895344 20MG + CISPLATIN 60MGIM2 e
Code
Weight 135 LB~ O ¢ W
Height in vl O¢sW
Body Surface Area 162 (SN
Current Site CTEP ID | [2E] | (6 characters) O ¢ W
Printable Varsion View PDF lcon Ka!
CRF Version 4574 - Page Generated: 08 Nov 2;21 14:28:13 Eastemn Standard Time

After successfully saving this form, the Course folder will populate with additional forms.

@ C /Cycle 01-31A
26’;:59@ € 9 Saved
[ _Course Initiation Subject: CAD43-0004

L& Drug Administration

@ Adverse Event Presence
[& Course Assessment
[& Study Continuation

Fields

Page: Course Initiation - Course/Cycle 01 - 31 Aug 2021

Course #

Start date of this course

o l Omma[@cny of Hope Comprehensive Cancer Cemer[g CAD43-0004 l ] Course/Cycle 01 - 31 Aug 2021 [ [] Course Initiation

&y

This form must be completed before any other form in this course folder. Other forms rely on the course start date for proper functioning.

1 @uH
3MAug2021 % F W

Course #: The sequential number of this course of treatment (auto-populated). For cross-over protocols,
at the point of cross-over the course number sequence will be modified to as specified by the study

team.

Start date of this course: State the date on which this course was started. This is the actual date on
which a protocol stipulated drug was first administered. For example, if a patient was scheduled to start
the course on Aug 1 but had to reschedule and the drug was administered Aug 3, Aug 3 is the Start date

of the course

Description of Planned Arm: Select the arm of the protocol-specific treatment regimen the participant is
to receive from the drop-down menu.
Treatment Assignment Code: Select the appropriate Treatment Assignment code for the nominal

regimen and dose level of this course. Normally this will be the same TAC as specific in the Enrollment
form. The TAC indicates the participant’s treatment cohort, not the intended treatment from course to

© Theradex Oncology
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course. Please note, the TAC changes if the participant is shifted to a reduced dose level due to a dose
limiting toxicity (DLT) on a prior course. Other reasons for choosing a new TAC include transferring the
participant to a different arm of treatment or a transfer to a higher dose level (if allowed by protocol).
Weight: Weight of participant in kilograms or pounds (kg or LB); at the start of the course.

Height: Height of participant in centimeters or inches (cm or in); at the start of the course.

Body Surface Area: Record body surface area of participant in m2.

Current Site CTEP ID: Record the unique CTEP institution code where the participant received this course
of treatment.

Drug Administration
Prerequisites: Course Initiation

Description: This form is used to record the protocol defined treatment administered to the participant
each cycle. Please refer to each subsection for specific instructions based on the study agent’s route of
administration.

[ & [ 10804 2 cay of Hope Comprehansive Cancer Canter | 2 C2043-0004| = ComnuiCyte 81 - nm.ml[_:m;m—.mm_

Sugect CAGI G004 .
Page Drug Admindstration . Courseyche 01 . 31 Aug J001 B

Curunly viwing ine 1 of 1

ﬂ ek B 40 faturm b “Complite View™ Apoty ks Racesd ()
Comrna 0? OvH
Stari Dlade " Aug v | FN OrH
Start Tima 13 15 OrH
Chack B end date is the same as the start date g O:8H
End Date o Q:rHE
Study Traatmand Nama BAY 1595344 | D! H
Lk Mg (7 THCOCSLE0S O:sH
Plarned Doss Levsl |'i5° 2:¢!H
Planned Dose Unis my | O/HE
Dk [300 ] OrH
Urits mg D1 HE
Dot Faom Tabist * DR
Fraquency Talct & day OrE
Acsta Orad - o ' H
[T o ' E
Duraition Uink * O¢rRH
Was tha dose sduted? [ v DrHE
TUnkAown oaly allowsd whan pall sdminintered medcation cannsgl be confirmed) )
What was The reason The dose wirs aduabed? O:rH

Prirtably Veriion View PDF 1o Key Save | Cancel

CRF isron #474 - Page Dessarpied O hiow 20011 84 47 &5 £ aiem Sendaed T

In the example above, the protocol defines the dose as 150 mg in an oral tablet administered BID (twice
daily). The Planned Dose Level is 150 mg . If the full dose is administered, the Dose level is 300 mg when
calculating for the Frequency (and/or Duration). E.g. 150 mg per dose given twice daily = 300 mg

If the Pl has lowered the total dose, the Dose, Dose Unit, and Frequency (and/or Duration) will be
adjusted to the PI's instructions. The Planned Dose will remain the protocol defined amount. Be sure to
answer Was the dose adjusted as Yes and enter a reason in the next field.
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o IO1D4D4I@CM of Hope Comprehensive Cancer Cemerl& CAD43-0004 l = Course/Cycle 01 - 31 Aug 2021 [ [ Drug Administration _

Saved

Subject: CA043-0004
Page: Drug Administration - Course/Cycle 01 - 31 Aug 2021 &

# DMSE# Dsat?: ﬁ:]:: Check End Date | Treatment | Lot Number[?) Lz:;ned D=z Lli-’rﬁt:ned Ei=s Cose| Units| Form | Frequency  Routel Durationl?nl;traﬂon Adjusted Reason
: 31 Aug BAY Twice a
11 1315 | 2021 1895344 THDX5544332 300 mg 300 {mg |Table day Oral | _ _ No _ (VI
nactivate
able Version View PDF  lcon Key
CRF Version 4574 - Page Generated: 08 Mov 2021 14:59:32 Eastern Standard Time

Use Add a new Log line for additional entries. See subsections below for further instructions based on
study agent delivery.

Fields

Course #: Number of the current course (cycle) of treatment (auto-populated).

Start Date: Date of drug administration.

Start Time: Start time of administration. For multiple bolus or multiple oral doses given the same day,
the time of each dose must be recorded. Use Add a new Log line to create multiple entries.

Check if end date is the same ... : If the End Date of administration is the same as the Start Date, check
this box.

End Date: Date of termination of drug administration.

Study Treatment Name: Select from the drop-down menu.

Lot Number: Lot number for the drug supply administered to the patient. Not required for most CTMS
monitored studies.

Planned Dose Level: The daily dose level amount as specified by the protocol.

Planned Dose Units: The dose units as specified in the protocol. Select from the drop-down menu.
Dose: State the actual amount of study drug given to the participant in the time period encompassed by
the duration/frequency.

Units: Select from the drop-down menu. When the dose is expressed in scientific exponential units using
powers of 10 the unit will present as 1076.

Dose Form: Select from the drop-down menu. This is the physical formulation of the study drug, such as
a tablet, capsule, or intravenous solution.

Frequency: Select from the drop-down menu.

Route: The method of dose administration. Select from the drop-down menu.

Duration: Enter the numerical value of the duration.

Duration Unit: Enter the units of duration as expressed in the protocol. Select from the drop-down
menu.

Was the dose adjusted?: If the administration of the study drug was different than what is defined in
the protocol, select Yes. This will remain Yes for the first adjustment and any subsequent adjusted
courses. If the patient is administered the protocol defined dose, select No.

What was the reason ... : If Yes, please provide further explanation for dose adjustment.

Oral Drugs

Each day’'s dose should be listed on a separate line when:
e PKsamples are being collected during the course
e The protocol requires an oral dose to be given within a certain timeframe of another study
drug (e.g., take oral drug within 5 minutes of starting an IV study drug)
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e Dosing is not continuous (e.g., taken on days 2 and 5 of a course)

All doses may be entered on a single log line when dosing is continuous (e.g., BID dosing for 28 days)
and the following criteria are met:

No interruptions in dosing (no random doses missed) see Note

No dose changes mid-course see Note

No PKs collected

No timing requirements in relationship to another study drug

Note: If a dose was missed, held, or changed mid-course, record all doses up to the timepoint
when study drug was missed/held/changed on one log line then start a new log line when study
drug is resumed

Intravenous (IV) Study Drug

e Record each dose on a separate log line to capture the duration of each infusion
e Continuous infusions given over more than one day can be entered on one log line

Subcutaneous (SQ), Intradermal (ID), Intramuscular (IM) Study Drug

e Record each dose on a separate log line; duration field can be left blank
Radio labelled agents (e.g. Radium-223)

e Record each dose on a separate log line (ensure correct unit of measure is entered)
e Source documentation should be available to confirm
= Start time
= Duration of infusion
= Dose infused
» Radioactivity at timepoints required to be measured per protocol (e.g., when dose shipped
from supplier, arrival at site, prior to administration, after treatment)
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Adverse Event Presence

Prerequisites: Course Initiation

Description:  This form documents the presence of Adverse Events during the course of treatment. All
adverse events, regardless of severity or relationship to treatment, must be reported. Grade 2 or higher
lab abnormalities should be reported both in the Lab Results and AE CRFs. Prior to completing this form,
please ensure Course Initiation form is completed.

Subject: CA043-0004 .
Page: Adverse Event Presence - Course/Cycle 01 - 31 Aug 2021 ¢

The Course Initiation form must be completed prior to any data entry on this form. The Course Start Date on the Course Initiation form is
needed prior to the addition of the Adverse Events form to this folder.

Were any adverse events present during this course? Yes O Ne @ 7N
Printable Version View PDF lcon Key

CRF Version 4574 - Page Generated: 08 Mov 2021 15:38:33 Eastern Standard Time

Fields

Were any adverse events present during this course?: Select Yes if any adverse symptoms are
present at during the course of treatment, otherwise select No.

Selecting Yes will trigger the Adverse Events and Expedited Reporting Evaluation form. See below:

_ o IG1D4D4I #City of Hope Comprehensive Cancer Centerl 2, CAD43-0004 l 5 Course/Cycle 01 - 31 Aug 2021 [ [ Adverse Event Presence _

Course/Cycle 01 - 31 Au
2021

Subject: CA043-0004
i lE 7

[& Course Inftiation Page: Adverse Event Presence - Course/Cycle 01 - 31 Aug 2021

[% Drug Administration The Course Initiation form must be completed prior to any data entry on this form. The Course Start Date on the Course Initiation form is
needed prior to the addition of the Adverse Events form to this folder.

B Adverse Event Presence

\Were any adverse events present during this course? Yes 0 N
= Expedited Reporting 4 . )
Evaluation Printable Version View PDF lcon Key

CRF Version 4574 - Page Generated: 05 Nov 2021 13:36:33 Eastern Standard Time

[& Study Continuation

Note: If presence is changed from Yes to No, the corresponding AE form is inactive. Change to Yes to
reactivate. On some older studies, the AE form will need to be manually reactivate by a data manager at
Theradex. See Contact Us
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Adverse Events
Prerequisites: Adverse Event Presence

Description: This form records the details of the Adverse Events experienced by the participant during
the course in which it occurred. For example, if the Adverse Event was documented prior to the C2D1
dose then it should be reported in Course 1. Especially if it is attributable to protocol therapy based on
laboratory results obtained on C2D1 (prior to administration of therapy) since it cannot be attributed to
the Course 2 treatment. |If the Adverse Event has no End Date, it is marked as Ongoing and will be
brought into the next Course’s AE form.

Subject: CA043-0004 .
Page: Adverse Events - Course/Cycle 01 - 31 Aug 2021 v

Form Instructions
“ Red asterisk before a field denotes that it is required by the system for rules evaluation.
* Course/Cycle # 1 GuR

* Start date of this course/cycle 31 Aug 2021 0 w N

* Start date of first courselcycle INAg2021 @ x W

To open the first log line, click

on any dash in the empty fields

* Treatment assignment code TAC1: BAY1895344 10mg + Cisplatin 60mg/m? % %

REMINDER: Depending on your 3 d. If the options are available, click on Paginate and select Show All Lines or click on the numeric page numbers at the bottom right corner of the table. If these options are not available, you

are already viewing the entire

w
Adverss Adverse M rse Adverse S Disability i Other | Wasthe | yypae it
event CTCAE i i L Life or Anomaly Required = Serious A action was . “DatelTime, . . subi
# Event | o everl]\t 1.:..“ E :t.; ngoing to Study T g (initial or i . _Death or Birth [Int - o ‘taken with Therapy “AE | SAE report of Time o o
term) | (CTCAE A grace Treatment " Damage |Defect Medical I‘i‘mi‘t‘ifl‘; study Collection *°"® Y | AEF
= [?] [?]

"5'“)1 v5.0) Eventsl | ioicity? !

1_ _ _ _ _ _ L _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ L _

Adda neme Inaciivate

INSTRUCTIONS: When entering new or modifying existing data in this form remember to resubmit the changes to CTEP-AERS for rules evaluation by completing and saving the Expedited Reporting Evaluation CRF in Rave.

Printable Version View PDF lcon Key
CRF Version 4574 - Page Generated: 08 Nov 2021 15:41:01 Eastern Standard Time.

The header fields auto-populate with values from the Course folder. To enter the first observed adverse
event, click on the dash (-) in any empty field or use the Edit pencil to expand the log line.

The header information and several fields in the form are not open to editing. These fields will have a
crossed out Edit pencil. These fields are either derived from previously entered data or will auto-
populate with data based on your entries after saving the form.

@ Igmaml 4#:City of Hope Comprehensive Cancer CEMEII 8,CA043-0004 I ) Course/Cycle 01 - 31 Aug 2021 [ B Adverse Even's_

Ked asterisk before a field denotes that It is required Dy the system for rules evaluation.

* Course/Cycle # 1 Qs

* Start date of this courselcycle 31Aug2021 (9w
* Start date of first course/cycle 31Aug 2021 §

* Treatment assignment code TAC1: BAY 1895344 10mg + Cisplatin 60mg/m2 ) "< il

REMINDER: Depending on your settings in Rave, this table may be paginated. If the options are available, click on Pagléle and select Show All Lines or click on the numeric page numbers at the
bottom right corner of the table. If these options are not available, you are already viewing the entire table.

e Currently viewing line 1 of 1}
SN o Apply to Record (2)
Adverse Event (Verbatim term)
) @8
* Adverse event term (CTCAE v5.0) |Chi|ls M
QrH
* MedDRA adverse event code (CTCAE v5.0) (S N N
* Adverse event evaluated this cycle? d<ls
CTCAE Grade n @ 7

Adverse event grade description

©r®
o8

Ongoing (@

Relationship to Study Treatment Unlkely_v] @ ¢ &
Related to:(?)
Specimen Correlation (if any) ~ ©@rH
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Continued

Seriousness — entry of each is required

OYes ®No @ 7 W

Hospitalization {initial or pro\onged)
Life Threatening(?) OYes ®No © 7 Bl
Death 2] OYes @No @ 7 &
Disability or Permanent Damage 2] OYes ®No © 7 B
Congenital Anomaly or Birth Defect(?) OYes ®No © 7 B
B Required Intervention(2] OYes ®No @ 7 B
Other Serious (Important Medical Events) OYes ®Ne @ 7 B
Was the event considered a dose limiting toxicity? No v @ F
“| What action was taken with study treatment? Q8
Therapy Qs8

* AE Number

Print

SAE report recommended
* Date/Time of Collection
* Time zone

* Submitted by

Was a ticket submitted to CTEP AERS for this event?

INSTRUCTIONS: When entering new or modifying existing data in this form remember to resubmit the changes to CTEP-AERS for ules evaluation by completing and saving the Expedited Reporting Evaluation

CRF in Rave.

AE Comme:

table Version View PDF lcon Kev

After saving, this entry will create a log line. To add additional Adverse Events, click Add a new Log line.
Note the MedDRA field in the image below, this has auto populated based on the selected CTCAE term.
Also, a query has been opened on the Expedited Reporting form. This will be covered in the next section.

_ i I OWAMI @City of Hope Comprehensive Cancer Cemevr\r& CAD43-0004 I = CourseiCycle 01 - 31 Aug 2021 [ D Adverse Events _

(% Course/Cycle 01-31Au
2021

[ Course Initiation
[ Drug Administration
[ Adverse Event Presence

[% Expedited Reporting

Evaluation

[ Study Continuation

Subject: CA043-0004

Page: Adverse Events - Course/Cycle 01 - 31 Aug 2021 &
Form Instructions
“ Red asterisk before a field denotes that it is required by the system for rules evaluation.
* Course/Cycle # 1 Qs
“ Start date of this courselcycle 31Aug2021 G E W
* Start date of first courseicycle IMAug2021 @R H
* Treatment 1t code TAC1: BAY1895344 10mg + Cisplatin 60mg/m2 (3 & &

CRF History
CA043-0004 - Adverse
Events

CAD43-0004 - Expedited
Reporting Evaluation

CA043-0004 - Course
Initiation

REMINDER: Depending on your settings in Rave, this table may be paginated. If the options are available, click on Paginate and select Show All Lines or click on the numeric page numbers at the bottom
right corner of the table. If these options are not available, you are already viewing the entire table.
[r—

e Was the
“Adversq . “Adverse PR Disability Other w
g Aduerse Coyent | MedDRA § “event  crcap Adverse | ionshi peci Tiial ar Life oot or | Anomaly | Requied Serious SN actio
vent ' term e:m:’ft":ze I e ;‘r’:";e = D;Itennnnillﬂ to Study .m i N T.L i 7l or Birth Iite. ion( rtant O8O SE take:
(CTCAI this " . Treatment 31 = Damage | Defect Medical = .0 st
term) vﬁ.(l)El(CTCAEV5'0 cycle? 7l Events) limiting ¢ oo,
toxicity?
10008531: (1) Mild
General sensation
o 5 01 |05
Feeling . diserders and of cold; " Dos¢
1 cold Chills administratiod Yes 1 shivering: ?351 ?:2;31 No Unlikely _ _ No No No | No No No Ne No Char
site chattering
conditions of teeth

Add a new Log lin

- When entering new or modifying existing data in this form remember to resubmit the changes to CTEP-AERS for rules evaluation by completing and saving the Expedited Reporting Evaluation CRF in
Rave.

AE Comment(2)
Printable Version View PDF Icon Ke:

[VER Y

CRF Version 4574 - Page Generated: 09 Nov 2021 15:03:00 Eastem Standard Time

Tip: You can sort the lines by clicking on the header of an individual column. For example, Clicking the
Verbatim Term header will sort the lines alphabetically and gather like terms together.

© Theradex Oncology

Page 73

User Guide 2.5



ﬁ IN TERM FIELDS Verbatim & Adverse Event DO NOT INCLUDE SPECIAL
CHARACTERS SUCH AS SYMBOLS DASHES, COMMAS, PLUS SIGN, APOSTROPHE,

Fields
Only fields editable by the user are listed in this section.

Start Date of this Course/Cycle: This date is derived from the Course Initiation form. If blank, complete
the Course Initiation form. Go back to the AE Presence form, click the pencil, change value and Save. Edit
the field one more time and return to the previous answer and Save again.

Adverse Event (Verbatim term): Succinctly describe the symptom/adverse event. A clinical description
of the actual adverse event should be entered. Record the diagnosis, e.g., flu, and not each specific
symptom (e.g., chills fever, muscle aches). If pain is reported, list the anatomical location. DO NOT RETYPE
THE CTCAE TERM. DO NOT INCLUDE SPECIAL CHARACTERS SUCH AS SYMBOLS (DASHES, COMMAS, PLUS SIGN,
APOSTROPHE, ETC.).

Adverse event term (CTCAE v5.0): Enter the CTCAE coding which was used to grade this symptom. The
menu will filter as you type. Search carefully. The CTEP/AERS integration relies on the use of the
specific term for adverse events that are present in the menu. Choose the ‘Other’ option ONLY IF no
term in the list is truly applicable. A specify box will be active when ‘Other’ is chosen. If active, a
descriptive text of the AE must be entered. DO NOT INCLUDE SPECIAL CHARACTERS SUCH AS SYMBOLS
(DASHES, COMMAS, PLUS SIGN, APOSTROPHE, ETC.).

THE INTEGRATION WITH CTEP-AERS WILL FAIL IF ‘Other’ IS CHOSEN FOR AN AE
A THAT HAS AN AVAILABLE CTCAE TERM

CTCAE Grade: Select the severity of the symptom from the drop down list. Only the grades allowed by
the CTCAE category will be available. If the CTCAE Grade changes during the course, enter the End
Date and use Add a new Log Line to create a new entry for the new grade.
Start Date: Record the date that the symptom was first observed/experienced. Full date required,
incomplete dates will cause the integration with AERS to fail.
End Date: Record the date that the symptom was last observed/experienced. Full date required,
incomplete dates will cause the integration with AERS to fail.
If no date is given, after saving the form, the Adverse Event is automatically marked Yes in the Ongoing
field. The Adverse Event can be added to the next Course’s Adverse Events form by confirming Yes to
ongoing AEs.
Relationship to Study Treatment: Indicate if the symptom is related to the investigative agent by
selecting from the drop-down menu. For protocols that have both commercial and investigational
agents, attributions should be captured in accordance with that of the investigational agent. If a study
has:

e Investigational agents only - enter the overall highest attribution

e Investigational and commercial agents - enter the highest attribution for the investigational

agent(s)

¢ Commercial agents only - enter the highest attribution for the commercial agent

Related to: Manually enter each drug name or abbreviation and their attribution.
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Format: Drug Name 1 -V, Drug Name 2 - W, Disease - X, Specimen Collection (biopsy, blood draw, etc.) -
Y, Other (if applicable) - Z. Where V,W,X)Y,Z are numbers that represent the attribution of the drug to the
adverse event.

Attribution: 1—Unrelated; 2—Unlikely; 3—Possible; 4—Probable; 5—Definite

Example: Triapine - 3, Lutathera - 1, Neuroendocrine Carcinoma - 1, Biopsy - 2

Specimen Correlation (if any): If the Adverse Event relates to specimen collected on study, select the
Specimen ID from the drop down. In general AEs that correlate to blood draws or biopsies are physical
(swelling, bruising, bleeding, infection, etc.). If the AE is related to a laboratory finding and there is no
trauma from specimen collection, this field should not be used.

You can type keywords to limit the selections in the drop down menu. In the example below, “Sep” was
entered to filter the list and only display specimens collected in September.

Relationship to Study Treatment Unrelated @

Related to: 0

Specimen Correlation (if any) (5=d I~| @
|(10404-C45629G1-1) Serum (30 Sep 2021) |

Adverse event term (CTCAE v5.0) Headache (%

Seriousness: Indicate if the adverse event was a “serious” event by selecting Yes or No from the
following categories.
e Hospitalization
e Life Threatening
e Disability or Permanent Damage
e Congenital Anomaly or Birth Defect
e Required Intervention
e Other Serious (Important Medical Events)
Was the event considered a dose limiting toxicity?: If the Adverse event is considered a “dose limiting
toxicity” enter “Y”, otherwise enter “N”. Refer to the protocol for the definition of what constitutes a dose
limiting toxicity for the study.
What action was taken with study treatment?: Indicate any changes made to the study regimen in
response to the adverse event. “Action” refers to the decision to reduce or continue the investigational
drug.
Therapy: Indicate if additional therapy is required to treat the adverse event. Any medication used to
treat the event must be entered on the Concomitant Medication form.
¢ Symptomatic: any Concomitant Medication used to treat an Adverse Event. For example,
antibiotics, anti-inflammatory, antiemetics, antidiarrheals, etc.
e Supportive: Concomitant Medications and Measures used to support the patient during the
event. For example, oxygen, IV fluids, etc.
e Vigorously Supportive Medications/Measures: life saving measures. For example, CPR,
ventilator, vasopressors, surgery, etc.
Was a ticket submitted to CTEP AERS for this event?: Indicate if the adverse event was submitted
through CTEP AERS.
Comment: Enter additional comments relating to this specific adverse event, 200 character maximum.
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Any time Adverse Events are added or edited, the Expedited Reporting Evaluation form
A needs to be completed. The requirement to submit a report and the tracking of ongoing
AEs requires this step to be completed.
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Confirming Ongoing Adverse Events

Ongoing Adverse Events are copied over using the process below. Do not manually add
A unresolved AEs. If the Expedited Reporting Evaluation form was not run in the previous
course, the ongoing AE will not be automatically copied over to the new course AE form.

In the next Course folder, complete the Course Initiation form. Enter Yes in the Adverse Event
Presence form. The Adverse Event form for this course will load with an automatic query (see below).

HUIISHIL Payc HUIIETS au UIS UYL YL LUTHIEE VI UIT Lapic. 1l UIS3E UPUUIS dit [IUL avallawic, yUU dit diicdauy YISWIlY WIS SIHUIC lauIc,
% Course/Cycle 02 -31
2021 Were any AEs reported as ongoing in the previous cycle? Yes @ % 0 0

[ Course Initiation

@ Drug Administration Please confirm AEs reported as ongoing in the previous cycle are still

. ')‘
ongoing.?]
E: Adverse Bvant Presen 2 Select 'Yes' and save the form to copy ongoing AEs (without queries)
Adverse Events from the previous cycle (recommended). If an AE is copied in error, g
? I hepl yCl pi : o~ @ 0O
@ Expedited Reporting inactivate the AE log line manually.[QCGO01]
Evaluation Opened To Site from System (22 Sep 2022) 0J Cancel
[} Course Assessment o

B AL At

After selecting Yes and clicking Save, any adverse event from the previous course with no end date
present, will be carried forward into this form. The query will resolve automatically, the Ongoing field will
be marked to Yes, and the End Date will remain empty. If the CTCAE Grade changes or the adverse
event stops during this course, use the edit pencil and enter the End Date.

If No is selected, the query will close after clicking Save. If No is selected and ongoing adverse events are
present in prior course, the query will remain open.

Use Add a new Log line to add any new adverse events that occurred during this course. For CTCAE
Grade changes, create a new entry with a Start Date that corresponds to the grade change.

[3 Course/Cycle 02-31 1
2021 Please confirm AEs reported as ongoing in the previous cycle are still

: Yes N O
[ Course Initiation ongoing. ZJ ©

[2 Drug Administration [r—

« Adverse Event Presen *MedDRA o
= Adverse = Pre- Pt adverse PEEED = ; E (s Hospitalization n o
= Adverse Events = event event |CTCAE Adverse IRelationshipRelated Specimen | event s Life

E # Event Specified 1 event luated Grad i Start End o ind to Stud t c lati t (initial or Threateni Qeathp

Expedited Reportin (Verbatim Adverse .oang = code °SYAuAtecErace jeventgrace p,., ppgongoing foStucy | fo Lorrelation e prolonged) o coomndp) el

F) Evgluation porting term) | Event (CTCAE (CTCAE this description Treatment 7] (CTCAE W e = De
B v 5.0) cycle? v5.0) 2]

3 Course Assessment - o
[& study Continuation @)

10019211: Moderate 21 Study
CRF History 1 Headache No Headache sNyesrt\’e?;lJS Yes 2 \Fi)r?wlirt]i;ng Mar |_ HYes Possible drug - | _ Headache No No No |No
[ disorders instrumental zuai {
of ADL

| - —
Add a new Log line Thactivate
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Expedited Reporting Evaluation

Prerequisites: Course Initiation and Adverse Events

Description: This form activates the transfer of AE information to CTEP-AERS. The CTEP-AERS system will
calculate if the event(s) from the course will require further reporting. The reporting recommendation
will be loaded into the Adverse Event form. The physician and the protocol determine if the AE
meets the definition of an SAE; the rules evaluation is a recommendation. A link will be present on

this form to access the CTEP-AERS system.

A

the form to determine if expedited reporting is recommended.

Whenever the AE form is updated, the adverse events must be evaluated to determine if
expedited reporting is recommended each time. Use the Send all AE's checkbox and save

[ Course Initiation

[& Drug Administration

[ Adverse Event Presence
[ Adverse Events

[% Expedited Reporting
Evaluation

[ Course Assessment
[& Study Continuation

2 |O10404I #£City of Hope Comprehensive Cancer Cemerl& CA043-0004 I (5 Course/Cycle 01 - 31 Aug 2021 [ [} Expedited Reporting Evaluation _

(7 Course/Cycle 01 - 31 Au|
2021

Subject: CA043-0004
Page: Expedited Reporting Evaluation - Course/Cycle 01 - 31 Aug 2021

Form Instructions
A delay is expected when the safety system is called for AE evaluation.

events are entered on the same ticket.

Send all AEs for evaluation
? Whenever the AE form is updated, the adverse events have to be evaluated to determine

if expedited reporting is recommended. Please check this check box and save the form to
ds ine if dited ing it ded.[QCO17]

CRF History
CA043-0004 - Expedited
Reporting Evaluation

CA043-0004 - Adverse
Events

P parting is

Opened To Site from System (09 Nov 2021)

O —
Report ID

Printable Version View PDF lcon Key

CA043-0004 - Course

CRF Version 4574 - Page Generaled: 08 Nov 2021 16:35:42 Eastem Standard Time.

Note: Do not open more than one ticket per course/cycle in CTEP-AERS. If more than one serious adverse eve

EN

i occurs this course/cycle, amend the report so both

s T 2 H

VRS
[ J concel

After completing the adverse events form, a query is opened on the Expedited Reporting Evaluation

form. Click the checkbox and then click the Save button.
out response box and response to the query. A simple phrase like “Submitted” will suffice.

Click the Edit Pencil to the right of the greyed-

The SAE Report Recommendation field of the Adverse event form will be updated and the report will be

available in the Expedited Reporting Evaluation form (see below).

om [ ' B BN NN H I BN S| [ Adverse Events
(% Course 01 - O
Course Initiati
[ Course Initiation s
[ Drug Administration
% Adverse Event Presence
[, Adverse Events o
. —
xpedited Re
Evaluation Congenttal ‘AE
[& Course Assessment |ospitalization,, 1. peathDisabili alylbirth, Required “Adverse event ID SAEreport | oy, | “Time | Adverse event .gypmitted by
Study Continuati reatening 5| defect MMV e (derived) date | Zome [term (CTCAEVS.0) “op .y
[ Study Continuation E (derived) (derived) (derived)
. ——
Eastemn
' m ) O O |0 [m] [m] O | No™ _?_tandard Arthritis | (VR
ime
Eastem
. h m] o |o [u] [u] m] - No' o Standard Chils @
ime
Eastem = -
P O o o O O O Standard Anal pain b4
L m o Time ?
. Eastem
P O O |a O O O o rm el No %'t?‘gdam Diarrhea (VA
L Eastern
uj O O |0 O O O | - n No _%}andard Hypoglycemia u (VA3
ime
§ Eastern
0 O o |a O O O [ ] No’ Standard Hypophosphatemia 1 [VR
|| Time
- § Eastern
0 m] o |o O O O No’ Standard Dry skin [V
Time
| I
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If the CTEP-AERS calculates a report is needed (i.e. CREATE or EDIT) it will advise on the report type and
due date.

[.i.'l. | m hjmwc.-d.n-:a |T,‘_Emm—.m Raporting Evihﬂm_

Form instructions [

A delay is expected when the safety system is called for AE evaluation.
Mote: Do not open more than one ticket per coursaelcycle in CTEP-AERS. If more than one urlouﬁqd“m event occurs this course/cycle, ame
report so both events are entered on the same ticket J

Send all AEs for evaluation LT
W e rEATE ' 1)

apart D) » Sra
Recommendad repan typs s CTEP 24 Howr SAE Notficaten G @
Flapeoet diss by —' Wednesday, Janwary 5, 2022 G2 &
Faerm Dite 04 Jan 22134204 @0 @

Click the Link (see red box) in the completed form to complete the safety report.

If a follow up report is needed (ie. 24-Hour; 5 Calendar Days) and you do not follow up by
A the due date, you must submit a new ticket. You will not be able to access the report
after the due by date. Please do not ignore automated email messages from AERS.

Recommended Actions

Create:
e IS AN SAE, click the link on the ERE eCRF to complete the safety report and submit to CTEP-AERS.

e IS NOT AN SAE, manually change CREATE to NONE and add a comment to the comments field on
the AE eCRF regarding why the event was not submitted to CTEP-AERS.

e IS NOT AN SAE, do nothing (AEs grade 3 and higher should have source documentation regarding
if the physician considers them to be serious).

e IS AN SAE, do not change the recommendation, leave it as NONE; click the link on the ERE eCRF to
complete the safety report and submit to CTEP-AERS.
Edit:
e Avrevision is required to the unsubmitted report and/or the AE eCRF.
Amend:
e Avrevision is required to the submitted report and/or the AE eCRF
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AERS Integrations Errors

Sometimes the integration will produce an error. In the example below a new field, Note/Error, is
present at the top of the form.

ol o s L [Somomn o] et o

[ ] Q ’:-:’:'
Page Lapedted Reportng [ valuston . CoursaCycie 81 . 21 Age 2000 a7

Form instructions 7

A delay is expected when the safety system is called for AE evaluation.

Note: DO 1ot open more than 0ne tiCket Par cOUrs/cycle In CTEP-AERS. If more thas 0ne Seri00s 3Verse event 0CCUrS this COUTSAICYCe, 3Mend the report 30 DOTh events are

“Wore Corer mwmmmwmunmcmaunm'ﬁ ;I u I

Costetyoe s I

w-mwm .

s
luum-t L
| [ vae iiormaton v 1% B 4 W
an—mumﬂo—

ol ]

mwvo Q:u

Form Date WA XN NN O &
Protabie Voo Viaw POF oon Key
:"ml;l“’*.;v-;z."‘;'ﬁfih'(-‘w'ﬂ Save || Conce

In the next example, we see an error stating the study is not integrated with AERS. If the study does
utilize AERS, this error is indicative of an issue in communication with the CTEP-AERS system.

[ & | S U | L] Carsecrie ot [T ToO———

Sueet .ol Qe o3
Page Expedited Reporting Evaluation - CouraCycle 01 - 17 Aug 2030 ]

Form Instructions
A delay is expected when the safety system is called forAE ovaluauon

Note: Do not open more than one ticket per courseicycle in CT!
1eport 50 both events are entered on the same ticket.

NetaEoroe

Rues Evaluston cannct Be peckirmed for (10478) 21 £ 8 met a5 Megrated study
For Lrthar 35550006, D0Rse 00MME The CTEU Helpoese

ctrcontachQewitst com or By shone a 1-585-523-5021 (e e
SRUSTVNR 20w Tl O

CorzeCysiaw

ang #l AR Nr evaanen
T Wherwvw tra AL form & Locend. Pe rwts hyve
: e Plasse etk bex 3
303 Kave e 15 0 Getermine raponng ' recommenced 1001 [Nea ormazen v [U% 0 ¢ G}
Ot T St S S (0 Ay 201 LU
o
Regor © 08
Form Dase Whagon 1062 @
R Vo el P ot 3 o 3121 Y5136 Exns D T (o) (Conesl)

Please reach out to CTMS Data Management with any errors that occur in
this form so they can investigate and advise. See Contact Us
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For more information, please refer to CTSU Expedited Safety Reporting Rules
Evaluation User Guide

For issues with expedited reporting in CTEP-AERS please contact the following CTEP Help Desk resources
for a quick resolution.

For technical questions, contact the NCI CTEP Help Desk at: email: ncictephelp@ctep.nci.nih.gov phone: 1-
888-283-7457 fax: (301) 948-2242

For medical questions, contact the AEMD Help Desk at: email: aemd®@tech-res.com phone: (301) 897-
7497 fax: (301) 230-0159

It is recommended to also include the CTSU help desk at: CTSUContact@Westat.com
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Course Assessment
Prerequisites: Course Initiation

Description: This form records the assessment of the participant’s disease during this course of
treatment.

pr-y lomdl]dl@ncity of Hope Comprehensive Cancer Cerﬂerl 2, CA043-0004 I 5 Course/Cycle 01 - 31 Aug 2021 [ [F] Course Assessment _

Subject: CA043-0004
Page: Course Assessment - Course/Cycle 01 - 31 Aug 2021 B
Start Date of Course 31 Aug 2021 e |
Reszponse Assessment[Z] [Stable Disease v @FH
Date of Response |o1 Hsep v||2021 | (G|
Date of Progression | H v|| | © 5w
Course Disposition 2] ® Completed Q8
) Discontinued
Comment || J
QrHE
Printable Version View PDF  lcon Key
CRF Version 4574 - Page Generated: 08 Mov 2021 16:05:41 Eastern Standard Time
Fields

Start Date of Course: The date on which the protocol drug was first administered. This date is copied
from the Course Initiation form.

Response Assessment: Select the participant's best disease state as assessed during the course. If the
response is Not Evaluable, state reason in the Comment field. If the response is Not Assessed, state
reason in the Comment field unless the protocol does not require an assessment during a specific
course.

Date of Response: Record date the participant's disease was assessed.

Date of Progression: Record the date of the evaluation used to determine the participant’s disease
status of progressive disease. A date of progression may be entered if the disease progression occurred
after an assessed better response.

Course Disposition: A“completed: course is one that has been conducted in accordance with the
protocol in respect to length including the observation period. A course is regarded as ‘discontinued’ if it
was shorter than specified in the protocol.

Comment: Enter any applicable comments.
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Study Continuation
Prerequisites: Course Initiation

Description: The last form of the Course folder records if the participant will continue on to the next
course of treatment.

I;ﬁ [ 10404 g2 ity of Hope Comprehensive Cancer Canter| 2, CA043-0004 | 3 CourseiCycle 01 - 31 Aug 2021 [3 Study Continuation

Subject: CA043-0004

Page: Study Continuation - Course/Cycle 01 - 31 Aug 2021 B
Will the participant continue onto the next course of treatment? @Yes ONe @ ¢ H
Printable Version View PDF lcon Ke
CRF Version 4574 - Page Generated: 08 Nov 2%21 16:25:55 Eastern Standard Time
Fields

Will the participant continue ... ? : If the participant will continue on the next course of treatment,
select Yes. If not, select No. Ensure the decision to continue the patient on study to the next course of
treatment is final before answering Yes to this question.

Selecting Yes will trigger a new Course folder with the next sequential number. (See below)

If Yes is chosen accidentally, changing the value in the Study Continuation form will not remove the
unwanted Course folder. Contact data management at ctms-dm@theradex.com to inactivate the folder.

_ &2 | (910404 #£:Cty of Hope Comprehensive Cancer Center| 2 CA043-0004 _

2 CA043-0004 -

% Enrollment b

£ Comment

() Baseline |VISIl |Date

£3 Genetic Markers (&} [ Course/Cycle 01 - 31 Aug 2021 31 Aug 2021
(% Tumor Serology [} Course/Cycle 02 21 Sep 2021

(4} Lesion Evaluations
3 Logs: VS-Preg- CM -
-TR

£ Physical Exam
) All Specimens

5 PK/PDIPG
Course/Cycle 01-314

2021 Add Event | ... v || Add |
= ;

] Lab. Rematol ogy
£3 Lab: Blood Chem -
Hepatic lcon Key
(3 Lab: Blood Chem - Re | CRF Version 4574 - Page Generated: 03 Mov 2021 16:29:55 Eastemn Standard Time
A | ah Chemistru -
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Study Radiation Therapy
Prerequisites: Course Initiation

Description: This form is only present in studies that have a radiation component to the experimental
therapy. Please note any instructions in bold text at the top of the form.

a1 | (010492 22 University Health Network-Princess Margare. .| 2. B [ | (5 Course/Cycle 01 - 01 Aug 2024 [ Stugy Radiation Thera py_

;:;:mstudy I-Q;;{e;ﬂon Therapy - Course/Cycle 01 -01 Aug 2024 D ¥
CDASHIG 2.0
For course 1, enter weeks 1-4 of radiation. For course 2, enter weeks 5-7 of radiation.
If you need to indicate that no specific site was irradiated, please leave the "Anatomical Location"” field empty.

Cick here o retam to ~Complete View- Aeplyto Reoord O

Start Date [0z J[aug ~v|Ro2d ] © ¢ &
Start Time L 1T Oora
Procedure Name Qsd
Type [Linear accelerator basedw| O § @
Anatomical Location [Hypopharynx >~ or@
Frequency [Daily ~] or@
Size of iradiated lesion [741 603 | Qr@E
Scheduled Dose Qsd
Scheduled Unit Qrd
Dose Q¢ra
Unit Qsd
Duration Qrd
Duration Unit Qr&

After saving, the form will create a log line. To edit the entries, use the Edit pencil to the right of the log
line to expand the form. To add entries, click Add a New Log line.

2 I O10492|8;E’:Univer5ity Health Network-Princess Margare. . Ig T EI (] Course/Cycle 01- 01 Aug 2024 [ [} Study Radiation Therapy_

Patient:
Page: Study Radiation Therapy - Course/Cycle 01 - 01 Aug 2024 B f

CDASHIG 2.0
For course 1, enter weeks 1-4 of radiation. For course 2, enter weeks 5-7 of radiation.
If you need to indicate that no specific site was irradiated, please leave the "Anatomical Location™ field empty.
# |Start Date | Start Time| Procedure Mame| Type Location Frequency| Size of irradiated lesion| Scheduled Dose Scheduled Unit| Dose Un'rd Duration Duration Unit
1_102 Aug 2024 IMRT Linear accelerator based| Hypopharynx| Daily 741 cc3 1000 cGy |1ODU cGy1 5 Days 0 §
] Inactivate

Start Date/Time: Give the date of the first dose of radiation therapy. Partial dates allowed

Procedure Name: The selections in this menu are specific to the protocol. For example: IMRT (Intensity
modulated radiotherapy) or VMAT (Volumetric Modulated Arc Therapy).

Type: Select an option from the menu.

Anatomical Location: Type to filter the options in the drop down menu. If you need to indicate that no
specific site was irradiated, please leave the "Anatomical Location" field empty.

Frequency: Schedule on which radiation therapy was given
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Size of irradiated lesion: This is a free text field to record the size of the irradiated lesion. This can be
measurement (uni- or bi-dimensional) or product of dimensions (area), depending on how it is mapped.
Be sure to include units in this response.
Scheduled Dose and Scheduled Dose Units: State the intended total dose and the dose units (e.g. cGy,
Gy, or Rad).
Dose and Dose Units: State the actual total dose the patient received during the treatment period and
the dose units (e.g. cGy, Gy, or Rad).
Duration and Duration Units: The period of time the radiation therapy was administered. In general,
this is recorded in Days. Each week of treatment is recorded as a log line
Example: 5 days of fractions for 4 weeks would be recorded as 5 Days for the Duration and
Duration Units with 4 separate log lines.
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Labs

Overview

Multiple folders and forms are available in Rave to capture assay results as they are returned to the site
from the testing laboratory. The assays performed will differ from study to study but the steps to record
the data are the same throughout the Theradex Rave database. The forms are designed to provide
multiple copies as needed to accommodate sequential laboratory evaluations.

Laboratory Abnormalities as Adverse Events

Only Grade 2 and higher laboratory abnormalities need to be reported on the Adverse Events CRFs
(including adverse baseline symptoms). Grade 1 lab abnormalities must be on the Laboratory CRFs, but it
is the PI's decision if they are on the AE CRFs, it is not a study requirement.

Laboratory Ranges

At the top of each form, a drop down is available to set the lab ranges for the form. This step is done
each time the form is filled out. The CTMS-Generic option will load the standard lab ranges already built
into the form. Choose this option unless there are others available. Institutional or local lab ranges will
be available if previously submitted.

201010 iy i orponcs G| 0208550 1. s [

Subject: CA043-0004
Page: HM - Lab: Hematology

} Have you selected a laboratory in the drop down above?

— ®Ye: ONo O ¢

After selecting the lab from the drop down, the form will refresh and load the normal range values. The
first question of the form is there to confirm this step has been performed.

Institutional Laboratory Ranges

To enter the laboratory ranges for central laboratory at the treating institution, please provide the set of
ranges to CTMS-DM®@theradex.com. The values provided will be entered by data management into the
database and will be available in the menu above. They will be available for all studies and participants at
the institution.

Local Laboratory Ranges

To enter local laboratory ranges into Rave for lab work performed outside of the treating institution. This
will only apply to the specific protocol in which the participant is enrolled. Please provide a de-identified
lab report to CTMS-DM@theradex.com. These values will be entered by data management into the
database and will be available in the menu above.
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Data Entry into Lab Forms

s I []10404[@0@ of Hope Comprehensive Cancer Cemerl& CAD43-0004 I £ Lab: Hematology[ EHM _

Subject: CA043-0004 - .
];agje: HM . Lab: Hematology Lab [Central - CTMS Generic v | View Ranges B s

Have you selected a laboratory in

the drop down above? ®Yes ONe O 7 W

Collection Date |31 ||Aug v||2021 | Q¢ H
Collection Time ; oA
Click to add new instance of form, unclick to O 0/8
remove unused form.
Data Range Status  Unit Range

Hemoglobin gldL 12-16 OFH
Hematocrit o, 36-46 (@R~
Leukocytes (WBC) 103/mm3 45-11 Q¢fH
Neutrophils/Leukocytes \:\ % 40-70 O Kl
Lymphocytes/Leukocytes \:\ % 22 -44 (@
Basophils/Leukocytes \:\ % 0-3 O fH
Monocytes/Leukocytes \:\ % 4-1 Q FH
Eosinophils/Leukocytes \:\ % 0-8 O Kl
Neutrophils Band Form/Neutrophils \:\ % 40-70 (O |
Blasts/Leukocytes \:\ o, 0-2 (@R~
Platelets 121 10°3/mm3 150-350 O FH
Neutrophils (ANC) [ ] 10°3/mm3 1-75 O/H
Lymphocytes Atypical/Leukocytes \:\ % 0-100 O FfFRH
Erythrocytes (RBC) [ ] million cellsfmel  4-52 O FH
Reticulocytes/Erythrocytes |—| % 05-25 O FH

For this example, the Hematology form is being used but the steps performed apply to all lab forms.
First, choose the lab from the drop down and allow the form to load the normal range values. Confirm
the lab was selected by choosing the Yes radio button. Enter the Collection Date (required) and, if
available, the Collection Time. Note: The collection time should be reported in a 24 hour format;
2:45 PM will be 14:45. Skip the New Instance question for now, this is explained below. Enter the values
from the lab report for the tested assay in the Data field. Click Save.
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& IO‘IMMI@CW of Hope Comprehensive Cancer Centerl £, CA043-0004 I £ Lab: Hematology[ [FJHM 31 Aug 2021 13:25 -

= Lab: Hematology
; - ﬁ‘* Lab [Central - CTMS Generic v | Vi
[# HM 31 Aug 2021 13:25 Page HM 31 Aug 2021 13:25 - Lab: I:{a [Centra eneric v | View B s
anges
Hematology
CRF History
= Have you selected a laboratory in Yes @ 5 8

= - the drop down above?
Collection Date 3Aug2021 B F W
Collection Time 1325 &7 W
Click to add new instance of form, unclick to SRVEE
remove unused form.

Data Range Status Unit Range

Hemoglobin 122 g/dL 12-16 0 |
Hematocrit 36.8 % 36-46 v I
Leukocytes (WBC) 40 ’“ 1043/mm3 45-11 0 |
Meutrophils/Leukocytes % 40-70 v IS
Lymphocytes/Leukocytes % 22-44 v Y|
Basophils/Leukocytes % 0-3 v Y|
Monocytes/Leukocytes % 4-1 v Y|
Eosinophils/Leukocytes % 0-8 v IS
Neutrophils Band Form/Neutrophils % 40-70 v Y|
Blasts/Leukocytes % 0-2 v
Platelets 121 = “ 1043/mm3 150 - 350 v Y|
Meutrophils (ANC) 10~3/mm3 1-75 v IS

After saving, the form will appear in the folder labeled with the Collection Date and Time. Values
reported that fall outside of the normal range will be flagged with an icon in the Range Status column.

© Theradex Oncology Page 88 User Guide 2.5



To add a new instance of the form

i IO‘IMIMI &L City of Hope Comprehensive Cancer Cemerl 12 CA043-0004 I jLab: Hematology[ [£JHM 31 Aug 2021 13:25 -

5 Lab: Hematology 1
. iaais 4 : -
[ HM 31 Aug 202113:25 JRELCERTNIST Aug 202.143:25 - Lab: e fsemra' CTMS Generlc v View B
Hematology g
CRF History
Have you selected a laboratory in Yes @ ¢ B
m the drop down above?
Collection Date 31 Aug 2[;-‘“’ v B
Collection Time 13: vE X
|/, Click to add new instance of form, unclick to
= remove unused form. New Information v VN
Prothrombin Intl. Normalized Ratio {INR) RATIO D&-35 (v
Lymphocytes (ALC) 1009/ 08-48 (v

Printable Version View POF lcon Key 5
CRF Version 4574 - Page Generated: 30 Mov 2021 12:21:54 Eastern Standard Time St

Follow these steps to add an additional blank lab form:

Go to the last completed lab form.
Go to the ‘Click to add ... field.
Click on the Edit Pencil.

Click the check box.

Click Save.

A wWwN =

After saving, a blank form will be present in the folder.

Tip: If you expect to enter future lab data, you can check the box as part of data entry so a blank form
will automatically be created for the next lab visit.

P D o

@ IOﬂ]dDdl J.City of Hope Comprehensive Cancer Centerl 2. cA043-0004 I £ Lab: Hematology[ [F1HM 31 Aug 2021 13

3 Lab: Hematology

Saved
B HM 31 Aug 2021 13:25 )
Subject: CA043-0004 Lab [Central - CTMS G icwv| Vi
[) HM it Page: HM 31 Aug 2021 13:25 - Lab: . |ese" 1 eneric v | View
Hematology 9

CRF History
Have you selected a laboratory in

the drop down above? e

Callertinn Nate A4 AL anna
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To remove an extra form
aQ I[)wam[ 42 City of Hope Comprehensive Cancer Cemer[ 2., CA043-0004 I 3 Lab: Hematology[ [ HM 31 Aug 2021 13:25 -

[ Lab: Hematology 1
: inali 4~ i
[#% HM 31 Aug 2021 13:25 age. HM 31 Alg 202.13:25 - Lab: ||:_:_ab [Central - CTMS Generic v | View B s
Hematology anges
CRF History
Have you selected a laboratory in Yes @ 5 B
m the drop down above? 4
Collection Date 31 Aug 20 r Vi k3
Collection Time 13- v B3
|=/. Click to add new instance of form, unclick to -
[‘2" remove unused form. New Information v |1 &2 & &l
Prothrombin Intl. Normalized Ratio {INR) RATIO D&-35 (v
Lymphocytes (ALC) 1009/ 08-48 (v

Printable Version View POF lcon Key 5
CRF Version 4574 - Page Generated: 30 Mov 2021 12:21:54 Eastern Standard Time St

For a form that was added but not needed, the empty form can be removed following the steps below:

Go to the last completed lab form.

Go to the ‘Click to add ... field.

Click on the Edit Pencil.

Click on the checkmark, it will be removed, and the checkbox will be empty.
Click Save.

iAW =

After saving the blank form will be removed. If any data entry has occurred on the extra form, you will
not be able to remove it using the steps above. Please contact CTMS-DM®@theradex.com for assistance.

@ |O1u4u4| #.City of Hope Comprehensive Cancar Centerl 2, CA043-0004 I 3 Lab- Hematology[ [ HM 31 Aug 2021 13:25 -

[ Lab: Hematology e
[ HM 31 Aug 2021 13:25 -
Subject: CA043-0004 Lab | Central - CTMS Generic v | View

!:’Iage: .H!J'I 31 Aug 2021 13:25 - Lab: Ranaes B g
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Literal Lab (LL)

Prerequisites: None

Description: This form records the date, time, and results from various assays and procedures as
defined in the protocol.

] Lab: Literal
Subject: CA043-0004
B Page: LL - Lab: Literal SN
D Currently viewing line 1 of 1.
CRF History Click here to retum to "Complete View" Apoly to Record ()
CA043-0004 - LL Collection Date 2021 Qs HE
CA043-0005 - Off ) )
] Treatment Callection Time O/ H
CA043-0005 - Serology
2 Lab TstNarne
4| cA043-0005 - Vital Signs Electrocardiogram  v| O 7 B
4/ CA043-0004 - Serology Anatomical Region
| CA043-0004 - Vital Signs Data will populate as you type. Select from list. [Chest FlorR
1
q Comparison to Normal Range @ Abnormal o E
4
O Normal
Result Sinus rhythm with 1st degree A-V Block V2
Electrode Misplacement P OrH
Printable Version View PDF lcon Key
CRF Version 4574 - Page Generated: 13 Dec 2021 15:06:08 Eastern Siandard Time

After the form is saved it will appear as the first log line. The entry can be edited by clicking on the Edit

pencil. To add additional labs, click Add a new Log line.
Subject: CA043-0004

Page: LL - Lab: Literal B
# [(}Iatigectian (ilrﬁlilaeclion Lab Test Name éé];i?r:nical Fglaonn;garisan to Normal Result L
31 Aug 2021 | 13:15 Electrocardiogram Chest Abnormal Mptman T 15t degree AV Blok V2 Blectiode VI
nactivate
ESF ersin 5?4 - FaeneatFed: lf;geléggﬂ 15:20:54 Eastern Standard Time

Fields

Collection Date: Date the procedure, assessment, evaluation, or scan was performed.
Collection Time: Time the procedure, assessment, evaluation, or scan was performed.
Procedure: Select a test from the drop-down menu.

Anatomical Region: Select a term from the search list. The menu will filter as you type.
Comparison to Normal Range: If results are outside the normal value for the procedure, choose
Abnormal. If not, choose Normal.

Result: Enter the findings from the procedure into the free-text field.
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Unanticipated (UL)
Prerequisites: None
Description: The unanticipated lab form is for test results that are not on other forms and can't be

entered elsewhere on the CRFs. These may occur as standard of care or in investigating an adverse
event.

Lab: Unanticipated
Subject: CAD43-0004
D uL Page: UL - Lab: Unanticipated D i
R Currently viewing line 1 of 1.
CRF History Click here to retun to "Complete View” Apely to Record ()
CA043-0004 - UL Collection Date 2021 [oNA !
Collection Time : oNA !
Lab Test Name —
Data will populate as you type. Select from list. |Creatinine Clearance ] | OfW
Category |Urinalysis [l | OfH
Anatomical Region :
Data will populate as you type. Select from list. ‘KIdI‘IE}Y |'| O/H
Caomparison to Normal Range ® Ab |
norma orH
O Normal
Result 1.1
) F
) O/H
Unit [mlLss [~ OfH
MNaormal Range Lower Limit | 165 | 0N
Normal Range Upper Limit |2_33 | O FH
Ranges required for Numeric Results
Printable Version View POF lcon Key
CRF Version 4574 - Page Generated: 14 Dec 2021 16:15:41 Eastern Standard Time

When completing the form not all fields will be applicable. If the results are numeric, the Upper and
Lower limits of the normal range must be provided.

After the form is saved it will appear as the first log line. The entry can be edited by clicking on the Edit
pencil. To add additional labs, click Add a new Log line. Each lab should be entered on its own log line, do
not combine results from multiple assays.

Subject: CAD43-0004

B

Page: UL - Lab: Unanticipated
Collection Collection Anatomical Comparizon to Normal .. | Mormal Range Lower |Normal Range Upper
# Date ime Lab Test Mame Category Region Range ResuIlJ Unit Limit Limit
1 |31Aug 2021 [13:15 gl'::r‘;”r:gz Urinalysis| Kidney Abnormal 11 |mLis 1.65 233 V]
activate
Ranges required for Numeric Results
Printable Version View PDF lcon Key
CRF Version 4574 - Page Generated: 14 Dec 2021 16:20:13 Eastern Standard Time

Fields

Collection Date: Date sample was collected. For labs that are not based on specimen collection this will
be the date the test/scan was performed.

Collection Time: Time sample was collected. For labs that are not based on specimen collection this will
be the time the test/scan was performed.

Lab Test Name: Select a term from the search list. The menu will filter as you type.
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Category: Select the lab test group from the menu.

Anatomical Region: Select a term from the search list. The menu will filter as you type.
Comparison to Normal Range: If results are outside the normal value for the assay or procedure,
choose Abnormal. If not, choose Normal.

Result: Enter the findings from the assay or procedure into the free-text field.

Unit: For quantitative tests, select reported units.

Normal Range Lower Limit: For quantitative tests, refer to lab report.

Normal Range Upper Limit: For quantitative tests, refer to lab report.
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Urinalysis Data Entry

Please refer to the chart below to enter data from a quantitative urinalysis report into Rave.

Urinalysis Data | Result= numerical Urinalysis Data Entry Result=
Entry code numerical code
WBC 0.5=0 RBC 0.5=0

0-5=0 0-50=0
6-20=1 51-500=1
21-50=2 501-1000=2
51-100=3 1001-10,000=3
>100=4 >10,000=4
Occ/rare=0 Occ/rare=0
Many=2 Many=3
None=0 NS= None
Seen=0
UGluc,Uprot, Neg/trace=0 TNTC= Too Enter highest
Uacetone,UBili Numerous To Count amount
Positive /small=1
2 or more=2
Large=2 Casts Small = 1
Mod=2

Quantitative vs Qualitative data

Please enter 0 for negative and 1 for positive when the field in the form requires a numerical
value but the lab report only provides qualitative results (i.e. Positive, Negative).
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Laboratory Assay/Analyte and Associated Folder

Assay
5 Prime Nucleotidase
Acid Phosphatase (ACP)
Alanine Aminotransferase (ALT or
SGPT)
Albumin
Albumin
Albumin/Total Protein
Aldolase
Alkaline Phosphatase
Alpha-1 Globulin
Alpha-1 Globulin
Alpha-2 Globulin
Alpha-2 Globulin
Ammonia
Amylase

Antiglobulin Test, Direct (Coombs)
Antinuclear Antibodies (ANA)
Aspartate Aminotransferase (AST or
SGOT)

Basophilic Myelocytes
Basophils/Leukocytes

Beta Globulin

Beta Globulin

Bicarbonate

Bicarbonate (HCO3)

Bilirubin

Bilirubin (Bile)
Blasts/Leukocytes

Bleeding Time

Calcium

Calcium

Calcium Corrected

Calcium, lonized

Child-Pugh - Total Score
Chloride

Chloride

Cholesterol

Clot Retraction

Complement Total

Copper

Creatine Kinase (CK)

© Theradex Oncology

Folder
Other Serum Chemistries
Other Serum Chemistries
Blood Chem - Hepatic

Blood Chem - Hepatic
Red Blood Cells

Other Urinalysis

Other Serum Chemistries
Blood Chem - Hepatic
Red Blood Cells

Other Urinalysis

Red Blood Cells

Other Urinalysis

Blood Chem - Hepatic

Chemistry - Pancreatic/Thyroid &

Cardiac

Red Blood Cells

Red Blood Cells
Blood Chem - Hepatic

Bone Marrow
Hematology

Red Blood Cells
Other Urinalysis
Blood Chem - Renal
Blood Gases

Blood Chem - Hepatic
Urinalysis
Hematology

Red Blood Cells
Blood Chem - Renal
Other Urinalysis
Blood Chem - Renal
Blood Chem - Renal
Blood Chem - Hepatic
Blood Chem - Renal
Other Urinalysis
Blood Chem - Hepatic
Red Blood Cells

Red Blood Cells
Other Serum Chemistries
Other Serum Chemistries
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Creatinine

Creatinine

Creatinine Clearance

Direct Bilirubin

Eosinophilic Myelocytes
Eosinophils/Leukocytes

Ery. Mean Corpuscular Hemoglobin
(MCH)

Ery. Mean Corpuscular HGB
Concentration (MCHC)

Ery. Mean Corpuscular Volume (MCV)
Erythrocyte Sedimentation Rate (ESR)
Erythrocytes (RBC)

Erythrocytes (RBC)

Expiratory Reserve Volume

FAB Marrow Rating

Ferritin

Fibrin Degradation Products (FDP)
Fibrinogen

Forced Expiratory Volume in 3 Seconds
Forced Vital Capacity

Functional Residual Capacity
Gamma Globulin

Gamma Globulin

Gamma Glutamyl Transferase (GGT)
Globulin

Glucose

Glucose, Fasting

Glucose, Non-Fasting

HDL Cholesterol
Hematocrit
Hemoglobin
Hemoglobin (Hgb) A1C

Inspiratory Reserve Volume
Insulin

Iron

Iron Saturation

Ketones

Lactate Dehydrogenase (LDH)
LDL Cholesterol
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Blood Chem - Renal
Urinalysis

Urinalysis

Blood Chem - Hepatic
Bone Marrow
Hematology

Red Blood Cells

Red Blood Cells

Red Blood Cells

Hematology

Hematology

Urinalysis

Respiratory Function

Bone Marrow

Other Serum Chemistries

Red Blood Cells

Red Blood Cells

Respiratory Function

Respiratory Function

Respiratory Function

Red Blood Cells

Other Urinalysis

Blood Chem - Hepatic

Blood Chem - Hepatic

Urinalysis

Chemistry - Pancreatic/Thyroid &
Cardiac

Chemistry - Pancreatic/Thyroid &
Cardiac

Blood Chem - Hepatic
Hematology

Hematology

Chemistry - Pancreatic/Thyroid &
Cardiac

Respiratory Function

Chemistry - Pancreatic/Thyroid &
Cardiac

Other Serum Chemistries

Other Serum Chemistries
Urinalysis

Blood Chem - Hepatic

Blood Chem - Hepatic

Page 96

User Guide 2.5



Left Ventricular Ejection Fraction (LVEF) Chemistry - Pancreatic/Thyroid &

Leukocytes (WBC)
Leukocytes (WBC)
Lipase

LV Ejection Time

Lymphocytes (ALC)

Lymphocytes Atypical/Leukocytes
Lymphocytes/Leukocytes
Lymphocytes/Total Cells
Magnesium

Mature Plasma Cells/Total Cells
Megakaryocytes/Total Cells
Metamyelocytes/Total Cells
Methemoglobin
Monocytes/Leukocytes
Monocytes/Total Cells
Myeloblasts/Total Cells
Neutrophilic Myelocytes
Neutrophils (ANC)

Neutrophils Band Form/Neutrophils
Neutrophils/Leukocytes
Normoblasts/Total Cells
Nucleated Erythrocytes (NRBC)
Osmolality

Osmolality
Oxalate
Oxygen Saturation

Partial Pressure Carbon Dioxide (pCOZ2)

Partial Pressure Oxygen (pO2)
Partial Thromboplastin Time (PTT)
Peak Expiratory Flow

pH

pH

Phosphate

Platelets

Polymorphic Basophils
Polymorphic Eosinophils
Polymorphic Neutrophils
Potassium

Potassium
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Cardiac
Hematology
Urinalysis
Chemistry - Pancreatic/Thyroid &
Cardiac

Chemistry - Pancreatic/Thyroid &
Cardiac
Hematology
Hematology
Hematology

Bone Marrow
Blood Chem - Renal
Bone Marrow

Bone Marrow

Bone Marrow
Blood Gases
Hematology

Bone Marrow

Bone Marrow

Bone Marrow
Hematology
Hematology
Hematology

Bone Marrow

Red Blood Cells
Chemistry - Pancreatic/Thyroid &
Cardiac

Other Urinalysis
Other Urinalysis
Blood Gases

Blood Gases

Blood Gases
Hematology
Respiratory Function
Urinalysis

Blood Gases

Blood Chem - Renal
Hematology

Bone Marrow

Bone Marrow

Bone Marrow
Blood Chem - Renal
Other Urinalysis
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Pre-Ejection Period

Promyelocytes/Total Cells
Pronormoblasts/Total Cells

Protein

Protein

Protein/Creatinine

Prothrombin Intl. Normalized Ratio
(INR)

Prothrombin Time (PT)

Residual Volume
Reticulocytes/Erythrocytes
Reticulocytes/Total Cells

Sodium

Sodium

Specific Gravity

Specimen Collection Period for Urine
Thrombin Time

Thyrotropin (Thyroid Stimulating
Hormone or TSH)

Thyroxine (T4)

Tidal Volume

Total Iron Binding Capacity
Total Lung Capacity

Total Protein

Transferrin

Triglycerides
Triiodothyronine (T3)

Urate

Urate (Uric Acid)
Urea Nitrogen

Urea Nitrogen (BUN)
Volume
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Chemistry - Pancreatic/Thyroid &
Cardiac

Bone Marrow

Bone Marrow

Red Blood Cells

Urinalysis

Urinalysis

Hematology

Hematology

Respiratory Function
Hematology

Bone Marrow

Blood Chem - Renal

Other Urinalysis

Urinalysis

Urinalysis

Red Blood Cells

Chemistry - Pancreatic/Thyroid &
Cardiac

Chemistry - Pancreatic/Thyroid &
Cardiac

Respiratory Function

Other Serum Chemistries
Respiratory Function

Blood Chem - Hepatic

Other Serum Chemistries

Blood Chem - Hepatic

Chemistry - Pancreatic/Thyroid &
Cardiac

Other Urinalysis

Blood Chem - Renal

Other Urinalysis

Blood Chem - Renal

Urinalysis
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Folder and Associated Laboratory Assay/Analyte

Folder
Blood Chem - Hepatic
Blood Chem - Hepatic
Blood Chem - Hepatic
Blood Chem - Hepatic
Blood Chem - Hepatic
Blood Chem - Hepatic
Blood Chem - Hepatic
Blood Chem - Hepatic
Blood Chem - Hepatic
Blood Chem - Hepatic
Blood Chem - Hepatic
Blood Chem - Hepatic
Blood Chem - Hepatic
Blood Chem - Hepatic
Blood Chem - Hepatic
Blood Chem - Hepatic
Blood Chem - Renal
Blood Chem - Renal
Blood Chem - Renal
Blood Chem - Renal
Blood Chem - Renal
Blood Chem - Renal
Blood Chem - Renal
Blood Chem - Renal
Blood Chem - Renal
Blood Chem - Renal
Blood Chem - Renal
Blood Chem - Renal
Blood Gases
Blood Gases
Blood Gases
Blood Gases
Blood Gases
Blood Gases
Bone Marrow
Bone Marrow
Bone Marrow
Bone Marrow
Bone Marrow
Bone Marrow
Bone Marrow
Bone Marrow
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Assay
Alanine Aminotransferase (ALT or SGPT)
Albumin
Alkaline Phosphatase
Ammonia

Aspartate Aminotransferase (AST or SGOT)

Bilirubin

Child-Pugh - Total Score
Cholesterol

Direct Bilirubin

Gamma Glutamyl Transferase (GGT)
Globulin

HDL Cholesterol

Lactate Dehydrogenase (LDH)
LDL Cholesterol

Total Protein

Triglycerides

Bicarbonate

Calcium

Calcium Corrected

Calcium, lonized

Chloride

Creatinine

Magnesium

Phosphate

Potassium

Sodium

Urate (Uric Acid)

Urea Nitrogen (BUN)
Bicarbonate (HCO3)
Methemoglobin

Oxygen Saturation

Partial Pressure Carbon Dioxide (pCO2)
Partial Pressure Oxygen (pO2)
pH

Basophilic Myelocytes
Eosinophilic Myelocytes

FAB Marrow Rating
Lymphocytes/Total Cells
Mature Plasma Cells/Total Cells
Megakaryocytes/Total Cells
Metamyelocytes/Total Cells
Monocytes/Total Cells
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Bone Marrow

Bone Marrow

Bone Marrow

Bone Marrow

Bone Marrow

Bone Marrow

Bone Marrow

Bone Marrow

Bone Marrow

Chemistry - Pancreatic/Thyroid
& Cardiac

Chemistry - Pancreatic/Thyroid
& Cardiac

Chemistry - Pancreatic/Thyroid
& Cardiac

Chemistry - Pancreatic/Thyroid
& Cardiac

Chemistry - Pancreatic/Thyroid
& Cardiac

Chemistry - Pancreatic/Thyroid
& Cardiac

Chemistry - Pancreatic/Thyroid
& Cardiac

Chemistry - Pancreatic/Thyroid
& Cardiac

Chemistry - Pancreatic/Thyroid
& Cardiac

Chemistry - Pancreatic/Thyroid
& Cardiac

Chemistry - Pancreatic/Thyroid
& Cardiac

Chemistry - Pancreatic/Thyroid
& Cardiac

Chemistry - Pancreatic/Thyroid
& Cardiac

Hematology

Hematology

Hematology

Hematology

Hematology

Hematology

Hematology

Hematology

Hematology

Hematology
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Myeloblasts/Total Cells
Neutrophilic Myelocytes
Normoblasts/Total Cells
Polymorphic Basophils
Polymorphic Eosinophils
Polymorphic Neutrophils
Promyelocytes/Total Cells
Pronormoblasts/Total Cells
Reticulocytes/Total Cells
Amylase

Glucose, Fasting

Glucose, Non-Fasting

Hemoglobin (Hgb) A1C

Insulin

Left Ventricular Ejection Fraction (LVEF)
Lipase

LV Ejection Time

Osmolality

Pre-Ejection Period

Thyrotropin (Thyroid Stimulating Hormone or
TSH)

Thyroxine (T4)

Triiodothyronine (T3)
Basophils/Leukocytes
Blasts/Leukocytes
Eosinophils/Leukocytes

Erythrocyte Sedimentation Rate (ESR)
Erythrocytes (RBC)

Hematocrit

Hemoglobin

Leukocytes (WBC)

Lymphocytes (ALC)

Lymphocytes Atypical/Leukocytes
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Hematology

Hematology

Hematology

Hematology

Hematology

Hematology

Hematology

Hematology

Hematology

Hematology

Other Serum Chemistries
Other Serum Chemistries
Other Serum Chemistries
Other Serum Chemistries
Other Serum Chemistries
Other Serum Chemistries
Other Serum Chemistries
Other Serum Chemistries
Other Serum Chemistries
Other Serum Chemistries
Other Urinalysis

Other Urinalysis

Other Urinalysis

Other Urinalysis

Other Urinalysis

Other Urinalysis

Other Urinalysis

Other Urinalysis

Other Urinalysis

Other Urinalysis

Other Urinalysis

Other Urinalysis

Other Urinalysis

Red Blood Cells

Red Blood Cells

Red Blood Cells

Red Blood Cells

Red Blood Cells

Red Blood Cells

Red Blood Cells

Red Blood Cells

Red Blood Cells

Red Blood Cells

Red Blood Cells

© Theradex Oncology

Lymphocytes/Leukocytes
Monocytes/Leukocytes
Neutrophils (ANC)

Neutrophils Band Form/Neutrophils
Neutrophils/Leukocytes

Partial Thromboplastin Time (PTT)
Platelets

Prothrombin Intl. Normalized Ratio (INR)
Prothrombin Time (PT)
Reticulocytes/Erythrocytes

5 Prime Nucleotidase

Acid Phosphatase (ACP)

Aldolase

Copper

Creatine Kinase (CK)

Ferritin

Iron

Iron Saturation

Total Iron Binding Capacity
Transferrin

Albumin/Total Protein

Alpha-1 Globulin

Alpha-2 Globulin

Beta Globulin

Calcium

Chloride

Gamma Globulin

Osmolality

Oxalate

Potassium

Sodium

Urate

Urea Nitrogen

Albumin

Alpha-1 Globulin

Alpha-2 Globulin

Antiglobulin Test, Direct (Coombs)
Antinuclear Antibodies (ANA)

Beta Globulin

Bleeding Time

Clot Retraction

Complement Total

Ery. Mean Corpuscular Hemoglobin (MCH)
Ery. Mean Corpuscular HGB Concentration
(MCHC)
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Red Blood Cells

Red Blood Cells

Red Blood Cells

Red Blood Cells

Red Blood Cells

Red Blood Cells

Red Blood Cells
Respiratory Function
Respiratory Function
Respiratory Function
Respiratory Function
Respiratory Function
Respiratory Function
Respiratory Function
Respiratory Function
Respiratory Function
Urinalysis

Urinalysis

Urinalysis

Urinalysis

Urinalysis

Urinalysis

Urinalysis

Urinalysis

Urinalysis

Urinalysis

Urinalysis

Urinalysis

Urinalysis
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Ery. Mean Corpuscular Volume (MCV)
Fibrin Degradation Products (FDP)
Fibrinogen

Gamma Globulin

Nucleated Erythrocytes (NRBC)
Protein

Thrombin Time

Expiratory Reserve Volume

Forced Expiratory Volume in 3 Seconds
Forced Vital Capacity

Functional Residual Capacity
Inspiratory Reserve Volume

Peak Expiratory Flow

Residual Volume

Tidal Volume

Total Lung Capacity

Bilirubin (Bile)

Creatinine

Creatinine Clearance

Erythrocytes (RBC)

Glucose

Ketones

Leukocytes (WBC)

pH

Protein

Protein/Creatinine

Specific Gravity

Specimen Collection Period for Urine
Volume
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Off Treatment
Off Treatment

Prerequisites: None

Description: This form will record the date participant was taken off treatment, their response, and if
they will move to another treatment on study or to Follow-up.

‘ Subject: CA043-0005
Page: Off Treatment - Off Treatment B
gﬁ;;cerqtelrevtlae‘:g:ﬂnl:"ti ]C(::-nlblele View". Appiy to Record ()
Nemaas 1S5t [TAC1: BAY1895344 10MG + CISPLATIN 60MGIM2 F osE
Off Treatment Date[?) Q¢ N
Reason [Adverse Event ~| ‘ QFrH
If Other, specify ‘ Q¢ N
Best Overall Response Q¢ N
Date of Response QK
Date of Progression l:l : OB
Will the participant continue onto a different treatment on this protocol? COves ®@No O F W
Will the participant continue to Follow-up? @®ves ONo O §F N
Egpt:leﬂirtf:;?i?r;agée&rigfm |;2:)‘Dge|5%21 15:01:02 Eastern Standard Time:

After the form is saved it will appear as the first log line. If the participant is continuing on to another
treatment, when that new treatment ends, record it here using Add a new Log line.

T EC e
Saved
Subject: CA043-0004
Page: Off Treatment - Off Treatment &
# | Whatwas the last treatment given? Off Treatment Feres If Other, Best Overall Date of Date of Will the participant continue onto another Will the participant continue
g " Date specify Response Response Progression treatment on this protocol? to Follow-up?

TACT: BAY1895344 ;“MG * 21 Sep 2021 éﬂ;ﬁ[se _ Stable Disease |21 Sep 2021 | _ No Yes 9

fdd a new L og linefinactivate
Pri v View PDF Icon K
r‘.lrzllrrl\?pin fﬁ?;?r::‘mler!:npmm- ncnunnugz:n N9-2627 Fastern Standard Time

Fields

What was the last treatment given?: Select the Treatment Assignment Code for the last cycle of
treatment given to the participant.

Off Treatment Date: Record the date of the last course completed, including follow up and observation.
If the treating physician decides the patient needs to be taken off treatment prior to completion of the
last course and documents this in the medical record then the date of that decision would be considered
the off treatment date.

Reason: Select reason treatment is being discontinued, a few selected terms are defined below:

e Complete: If the participant has completed treatment per protocol and the protocol does not
specify a follow-up observation period, mark as complete. Note that a plan to continue seeing the
participant for extended follow-up as a matter of medical practice does not constitute a “follow-up
period” in the sense of this CRF.

e Adverse Events: The participant experienced any toxicity that was considered related to the study
drug which prohibited further protocol treatment. Participants discontinued due to toxicity are
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evaluable provided the observation period has been completed per protocol. The toxicity must be
listed on the Adverse Events form.

e Death: The participant has died during the treatment phase. The date off treatment must coincide
with the date of death. The cause of death should be listed on the Adverse Event form.

e Progressive Disease: The participant was taken off study for disease progression. This must be
reflected by an increase in the non-measurable or measurable disease state (see Course
Assessment and Extent of Disease Forms). This can be manifested as clinical deterioration. A Date
of Progression must be recorded.

e Protocol Violation: If a major protocol violation has occurred, the reason must be stated in the
Comments form.

Best Overall Response: Indicate the best overall response to treatment while on Protocol. According to
RECIST and WHO guidelines this would be the best response assessed from the start of treatment until
disease progression.

Ordinarily this would be the best of the responses reported on the course assessment CRFs. For
example, do not enter ‘Stable Disease' if the patient was assessed only with progressive disease.

Please be sure to enter the best response, not necessarily the response on the last course. For example,
if the patient was assessed with a ‘Partial Response’ followed by a ‘Less than Partial Response’, enter the
‘Partial Response’.

If response was not assessed at all during the protocol treatment record the best response as ‘Not
Assessed’; similarly, for ‘Not Evaluable’ and ‘Too Early'.

‘Stable Disease’ indicates tumor growth or shrinkage relative to the baseline that is not enough to justify a
‘Complete\Partial\Less than Partial Disease’ response or a ‘Progressive Disease’ progression. An actual
response that persists should continue to be assessed as a response - relative to the baseline.

Date of Response: Record date the participant's best response (not progression) was first documented.
Date of Progression: Record the date of the evaluation used to determine the participant’s disease
status of progressive disease. Progression is the worsening of disease following a period of stable disease
or a response. Relapse is the reoccurrence of disease in a patient with no evaluable disease at enrollment
(e.g., on an adjuvant treatment study). A date of progression may be entered if the disease progression
occurred after an assessed better response.

This date is required if the Reason Last Course Completed is for Progressive Disease or if patient was taken off
study due to disease progression.

This date must be consistent with the date of progression recorded on the Course Assessment form(s).

Will the participant continue onto a different treatment on this protocol?: Select Yes if the
participant will continue with another treatment cycle with a different Treatment Assignment Code (TAC).
If not, select No.

Will the participant continue to Follow-up?: Select Yes if the participant will continue to Follow-Up.
after saving the form the first Follow Up folder will be available. If the participant is withdrawn
completely, select No.
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Off Study
Off Study

Prerequisites: If participant was treated on study, complete Off Treatment form first.

Description: This form records the date and reason a participant was removed from the study.

PETTEEeEeeSReTETeTomeem

5 Off Study
Subject: CA043-0004
g Off Study Page: Off Study - Off Study S
Death Summary
tudy Date ct v I3
Off Study Date (2] 01 0 2021
CRF History Reason [Complete v | 0¢8
CAD43-0004 - Off Study
CA043-0004 - Physical gib=dspeciy | OrR
Exam
CAD43-0004 - Late Best Overall Response O¢H
Adverse Event Presence 3 o
CA043-D004 - Vital Signs ate of Response [ B~ JorH
CAD43-0004 - Follow-up Date of Progression
21 [Sep ~|[2021
GAD43-0004 - OFF 21 Jseevlzizt ] 0 ¢\
Treatment Printable Varsion View PDF lcon Key
CRF Version 4574 - Page Generated: 11 Nov 2021 10:03:35 Eastem Standard Time

Fields

Off Study Date: Record the date the decision was made to remove the participant from protocol.
Usually, this date is after all data is collected and any protocol follow up has been completed. However,
documentation of physician (or patient) decision to be taken off study would supersede the requirement
to compete protocol evaluations/follow up.

Reason: Select reason participant was removed from protocol, a few selected terms are defined below:

e Adverse Events: The participant experienced any toxicity that was considered related to the study
drug which prohibited further protocol treatment. Participants discontinued due to toxicity are
evaluable provided the observation period has been completed per protocol. The toxicity must be
listed on the Adverse Events form.

e Complete: The patient’s participation has been completed as per protocol, and the protocol does
not specify a follow-up observation period. Note that a plan to continue seeing the patient for
extended follow-up as a matter of medical practice does not constitute a “follow-up period” in the
sense of this CRF.

e Death: The participant has died during the treatment phase. The date off treatment must coincide
with the date of death. The cause of death should be listed on the Adverse Event form.

e Lost to Follow-up: Occurs when a patient does not return to the clinic or the site and all contact
attempts have failed. Please follow your institution’s guidelines on how many times you should
reach out to a patient (generally, 3-5 times) before they are considered lost to follow-up. The Off
Study Date is the date it was determined the patient was lost to follow up and no further attempts
to contact the patient will be made. It may also be the date of the last (most recent) attempt to
contact the patient. Each attempt at contact should be documented in the medical record.

e Progressive Disease: The participant was taken off study for disease progression. This must be
reflected by an increase in the non-measurable or measurable disease state (see Course
Assessment and Extent of Disease Forms). This can be manifested as clinical deterioration. A Date
of Progression must be recorded.

e Protocol Violation: If a major protocol violation has occurred, the reason must be stated in the
Comments form.
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e Trial Screen Failure: During the two-step enrollment process, the patient was entered into the
Rave database but was deemed ineligible due to a sample submission and/or lab result.

Best Overall Response: Indicate the best overall response to treatment while on Protocol. According to
RECIST and WHO guidelines this would be the best response assessed from the start of treatment until
disease progression.
Ordinarily this would be the best of the responses reported on the course assessment CRFs. For
example, do not enter ‘Stable Disease’ if the patient was assessed only with progressive disease.
Please be sure to enter the best response, not necessarily the response on the last course. For example,
if the patient was assessed with a ‘Partial Response’ followed by a ‘Less than Partial Response’, enter the
‘Partial Response’.
If response was not assessed at all during the protocol treatment record the best response as ‘Not
Assessed; similarly, for ‘Not Evaluable’ and ‘Too Early'.
‘Stable Disease’ indicates tumor growth or shrinkage relative to the baseline that is not enough to justify a
‘Complete\Partial\Less than Partial Disease’ response or a ‘Progressive Disease’ progression. An actual
response that persists should continue to be assessed as a response - relative to the baseline.
Date of Response: Record date the best response was first documented.
Date of Progression: Record the date of the evaluation used to determine the participant’s disease
status of progressive disease. A date of progression may be entered if the disease progression occurred
after an assessed better response. This date is required if the Reason Last Course Completed is for
Progressive Disease or if patient was taken off study due to disease progression.
This date must be consistent with the date of progression recorded on the Course Assessment form(s).
Progression is the worsening of disease following a period of stable disease or a response. Relapse is the
reoccurrence of disease in a patient with no evaluable disease at enrollment (e.g., on an adjuvant
treatment study).
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Death Summary

Prerequisites: None

Description: The form records the date and cause of death if a participant has died during the study or

follow-up.

3 Off Study
[& Off Study
[[] Death Summary

CRF History

CA043-0004 - Death
Summary

CAD43-0004 - Off Study

Fields

Subject: CA043-0004
Page: Death Summary - Off Study

Death Date

Was autopsy performed?

Autopsy Results Available

SN
-I_ -Nov A -2021 Qr
OvYes ®No O 7 W

OvYes @No O ¢

‘What is the primary cause of death? [Other, Specify ~ [corD] ] O ¢
&0 Currently viewing line 1 of 1.
Click here to return to "Complete View" A )
Site of Disease (Autopsy Finding) .
Data will populate as you type. Select from list. |v| Qs
Printable Version View PDF Icon Key
CRF Version 4574 - Page Generated: 11 Nov 2021 11:30:15 Eastern Standard Time

Death Date: Enter the date of death.
Was autopsy performed?: Select the appropriate box to indicate whether an autopsy was performed.
Autopsy Results Available: Select the appropriate box to indicate whether the results of an autopsy are

available.

What is the primary cause of death?: If the patient died without intervening therapy specific to the

disease for which the patient was put on study, this section should be completed. If “Other” is checked,
give a succinct description of the cause of death.
Site of Disease (Autopsy Finding): Complete when an autopsy is performed by listing the major sites of

malignant disease involvement found at the autopsy.
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Follow-up
Follow-up

Prerequisites: None.

Description: This form initiates the Follow-up visit and must be completed first.

] Follow-up (1)
0 Fall Subject: CA043-0004
ollow-up Page: Follow-up - (S0 AN (1) Sl
Physical E
g V'IyISIE..:'a xam If the contact occurred over the telephone, please complete the Comments form (in addition to this Fellow Up form) listing the details of the conversation
ital Signs
[ Late Adverse Event This form must be completed before any other form in this FollowUp folder. Other forms rely on the Follow Up date for proper functioning.
Presence
Date of Assessment ET] Sep v |[2021
CRF History B JEevi2wi | O¢H
CAD043-0004 - Follow-up Survival Status |Alive with Disease V| QN
CAD043-0004 - Off Study . ) ‘
Printable Version View PDF Icon Ke
CRF Version 4574 - Page Generated: 11 Nov 23‘21 09:17:25 Eastem Standard Time

Date of Assessment: Date the participant was contacted for follow-up.
Survival Status: Select the participant’s last known status from the drop-down menu.

Additional Follow-up visits can be added by using the Add Event function on the Subject Page.

Physical Exam

Prerequisites: Follow-up

Description: This form records the observations from a physical exam that occurs during the Follow-up
visit. Follow the schedule of Physical Exams as defined in the protocol. If the Follow-up visit is in person

and a Physical Exam is performed, but not required by protocol, it can still be entered in Rave.

For details on this form, see Baseline Physical Exam

Vital Signs
Prerequisites: Follow-up

Description: This form is used to record the vital signs at the follow-up assessment as required by
protocol. If the Follow-up visit is in person and Vital Signs are taken, but not required by protocol, they
can still be entered in Rave.

For details on this form, see VS Log
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Late Adverse Event Presence
Prerequisites: Follow-up

Description: This form documents the presence of Adverse Events that occur 30 days after the patient
was removed from treatment which cannot be attributed to the last treatment regimen.

If an AE occurs more than 30 days after the last dose but was definitely or probably related to the study
drug, then it should be recorded within the last course and subsequently on the late adverse event form
in the Follow-up folder. Please refer to the Protocol for specific AE reporting guidelines at end of
treatment or during follow up.

For details on this form, see Adverse Event Presence

Adverse Events
Prerequisites: Follow-up and Late Adverse Event Presence

Description: This form documents the details of Adverse Events that occur 30 days after the patient was
removed from treatment which cannot be attributed to the last treatment regimen.

If an AE occurs more than 30 days after the last dose but was definitely or probably related to the study
drug, then it should be recorded within the last course and subsequently on the late adverse event form
in the Follow-up folder. Please refer to the Protocol for specific AE reporting guidelines at end of
treatment or during follow up.

For details on this form, see Adverse Events
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Appendix 1: Theradex Specimen Tracking System (STS)

Access

Access to your study in Rave is overseen by CTSU and is granted based on the role assignment in the
roster (and protocol DTL if applicable) for your site. You will need to contact your site's RSS or DTL
administrator to request the addition of your name on the roster. Information on new Rave accounts is
in the protocol (section 4 for protocols that use the newest CTEP template). Please contact the CTSU Help
Desk for more assistance CTSUContact@Westat.com

The Theradex Specimen Tracking System is integrated within a study in Rave. Contact your RSS or DTL
site administrator or CTSU to ensure you are on the site roster for your study with the role of Rave
Clinical Research Associate (CRA) for each protocol you need to enter data. For protocols that require
a DTL: A staff member who is on the roster as Rave CRA but not on the DTL will only receive an invitation
of Read Only. Once they are on the DTL, CTSU will send the Rave CRA invitation.

For certain older studies, Theradex will need to grant you an additional Rave role for each study named
“CRA Specimen Tracking” after CTSU has sent the EDC invitation for the regular CRA role. The training
required to gain access to STS can be taken through CTSU’s CLASS system or via a video presentation
supplied by Theradex, again depending on the study. Please contact STS.Support@theradex.com to
clarify what is appropriate for your study’s requirements.

CTEP-IAM and Rave Account Setup
All individuals are required to have an active CTEP-IAM account prior to being granted access to Rave.

To create a CTEP-IAM account, proceed as follows:

13. Go to the following URL:
https://www.ctsu.org/public/default_login.aspx

14. Under the buttons, click Request New
Account. This will take you to the CTEP-IAM
page.

15. Follow the prompts to enter the required
identifying information for your account.
Choose the Associate Plus application

s s
et s ot e e [ T e

16. You will receive an authorization email in 24-48

hours. 7S 2
MEDIDATA
17. After receiving the CTEP-IAM 2. PS MEDIDATA

authorization (which may take up

to 48 hours), documentation must Welcome, please sign in Sign in with SSO
be uploaded to the CTEP Registration Leepae R
Gnd CrEdentla/ RepOSItOIj/ (RCR) tO Enter your company email

Password

complete your registration.

-

18. After these steps are completed,
g0 to the following URL: T
httDS://logln-Imedldata-comllogln I RIGR R WIEHESE | I Select your Portal or Identity Prowdﬂ]

19. Click on Sign in with SSO
20. Click on Select your Portal or Identity Provider
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https://www.ctsu.org/public/default_login.aspx
https://login.imedidata.com/login

21. From the menu, choose CTEP-IAM IdP.

22. C|ICk Select Portal or Identity Provider (IdP)
23. Login with your CTEP-IAM username and password on the = ~ ]
resulting screen. Celgene 10

Cincinnati Children’s Hospital IDP

Cook - 1dP

Terms v
CTEP-IAM IdP

Copyri¢ ny

Logging in through CTSU

Cancer Trials Support Unit
7. Go to the following URL: https://www.ctsu.org/Public/Default.aspx
8. Click Login.
9. Atthe login page, enter your CTEP-IAM Username and Password
10. Click I agree and logon.
11. Go to the Data Management menu.

nage. II"I

los page.
CTSU Registration Procedures o Cc

The CTSU Registration Page contains detailed Re
information and links for Investigators and

12.C li C k Rave Home. Assotiates to obtain access to the CTSU

Members' website.

Protocol List

/F\ Cancer Trials Support Unit | Home | Contact | Feedback | Public Site | Log Out
Version: 2021.2.0
chu A SERVICE OF THE NATIONAL CANCER INSTITUTE

W/ VD T et Weis Search fo [ co: .

Home Collaboration  Reports~

‘our password will expire in 68 days.

Protocols PELLLLELCM Regulatory  OPEN JEIE] Manageme&t' ﬂ ing & Monitoringv RUMS~  Resources~¥

Patients
DQP Queries

| Announcements

Upcoming Protocol Webinar: NCTN and NCORP B s

DQP Delinquent Forms

The CTSU is hosting a webinar on Tuesdangeptembe

asent information on study design, eligibility, and potential logistical issues for protocols
A071701, A071801, CCTG CE.7, NRG-BN009, and NR(

dditional details and to obtain registration information.

DQP Form Status

DQP Reports

Current role in Rave

After logging in to Rave and select your study. If you only have the Clinical Research Associate role you
will see it next to your name in the top right hand corner of the website after selecting the study.

. . n iMedidata [= Messages My Profile % Help &% Home m Logout
If your rOIe IS Read only' you WI" User: CTMS Support and Data Management Specialist (Clinical Research Associate)

not be able to enter or edit data.

The CTSU Help Desk will be able to
advise you further on why you do not
have Clinical Research Associate access.

If your role is Clinical Research Associate and you cannot edit forms in the All Specimens folder or

generate reports, contact STS support as we may need to add the CRA Specimen Tracking role to your
account. See Access for more information.
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Specimen Tracking System Overview

Specimen tracking system was initially designed in conjunction with the Biopathology Center at
Nationwide Children's Hospital. In earlier protocols they were known as the ETCTN Biorepository.
Currently they have an NCI contract as the EET Biobank (Early-Phase and Experimental Clinical Trials
Biospecimen Bank).

The Specimen Tracking System is made up of several parts. It is important to complete all the specimen
tracking forms for every specimen collected from a participant. The system’s programming depends on
responses on the Histology & Disease form found in the Enrollment folder. Be sure this form is
completed before entering specimen data. The remaining forms are located in the All Specimens folder.

***mportant - If the Histology & Disease form is not completed, the other forms/steps of STS will not
function properly***

Theradex Rave Integrated Specimen Tracking System

Specimen
Tracking

Histology and i
Disease form All Specimens
folder

Specimen (#)
One folder for
each specimen

¥

Enrollment

v

Print Labels

t Solicited Specimens Specimen
priorto

Shipping Status Receiving Status
Checklist Transmittal form i

form

specimen
collection

Green = forms to be Shipping List
completed by site reRe
Blue = PDF documents
generated by site l
Orange = Data provided by

Receiving lab, no data entry by m > >

collecting site

Receiving Labs
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Summary of STS data entry

All steps must be completed prior to shipping the specimen. Hand delivery of specimens within
the same institution is considered shipping and completion of all steps is required.

Go to Enrollment folder and complete the Histology & Disease form.

Go to the All Specimens folder.

Complete the Specimen Consent form, if required by your protocol.

Complete the Specimen Tracking Enrollment form for each specimen. In some studies, this form is

labeled as Specimen Collection Initiation,

5. Complete the Print Labels form. Labels will be sent to user’'s email address.
** Some studies do not have this form. For these studies use the Specimen Label Report. **

6. Open the Specimen (#) folder within the All Specimens folder. The number corresponds to the log
line in the Specimen Tracking Enrollment form.

7. On the day of collection, complete the Specimen Transmittal form. In some studies, this form is
labeled as Specimen Collection Details.

8. When specimen is ready to ship, complete the Shipping Status form.

9. For each additional specimen, you can import data from the initial Shipping Status form by using
Copy Shipping.

10. Print the Shipping List report to send with the specimens (see page 19). Put the shipping list report
and hardcopies of relevant pathology reports in the box with the specimens.

11. Return to the Shipping Status form and click the click the checkbox to have an email alert sent to

the destination that specimen is on its way. This is done one time per shipment.

AN =

Enrollment folder - Histology & Disease form

In the Enrollment folder, confirm the Histology & Disease form has been completed for the participant.
This is the first step in specimen tracking and always needs to be completed before entering specimen
data. Fields in red are required fields. If not completed, fill these out.

THERADEX DEV A iMedidata  £3 Messages  [R, My Profile 9 Help £ Home [ Logout
ONCOLOGY User: r (Clinical Research Associate)
2 ]n) CDASH Seed fg‘LTneradex] 2 MM001—1105AI Enroumem[ [ Histology and Disease
Enroliment
@B . Saved
|3 Histology and Disease Subject: MM001-1105A
[ Enroliment Page: Histology and Disease - Enrollment &7
D Administrative Enrolimer| Disease Stage Stage 0 o [~
Patient Eligibili
D iaibility Tumor Grade Poorly Differentiated ¢ 5 &
CRF History SnoMed Disease Term/Code Acinar Cell Carcinoma = 45410002 & ¢ &
Histology/Cytopathology Histology® 0 [~}
Initial Diagnosis Date E\ 12Mar2020 & 5 W
Date of Confirmation of Histology 15Mar2020 & / §

On-study specimen specific reports should not be uploaded here.
Upload on-study specimen reports on the Specimen Tracking Enroliment form.

Keep the size of the uploaded file as small as p i to avoid y Im[ ing Rave EDC per
# |Report Type | Report Upload |
il \ \ g §
Add a new Log line Inactivate
Printable Version View PDF Icon Key
CRF Varsion 3666 - Page Generated: 05 Nov 2020 11:57:38 Eastern Standard Time

Notes:

e SNOMED Disease Term/Code is required for STS functionality
e Start typing in the box and the options will narrow based on what you type.
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Kid I~
Kidney Oncocytoma = 254922006

Kidney Wilms Tumar = 25081006

Kidney Wilms Tumar = 302849000

e Ifyou double-click into the field an alphabetical search list populates.

c-“ 0 [ —

hase Chronic Myelogenous Leukemia, BCR-ABL1 Positive = 413 3
rcinoma = 45410002
Pituitary Gland Adenoma = 21109002

'lu'rt_an'r Gland Adenoma = 254955004

_|Acute Bilineal Leukemia = 128
Acute Bilineal Leukemia = 45091

e The SNOMED Disease Term/Code list is a combination of several sources. Some terms may be
duplicated, select the first instance in the list.

e The EET Biobank requires the Pathology report for tissue specimens.

e The upload of pathology and other reports depends on the protocol, however if the only samples
collected are blood samples, these reports are generally not needed.

e Any report must have PHI and PPl redacted from within the report and the removed from
the filename.

e The participant ID and UPID displayed must be included in the report.

e An extra specimen label is an easy way to get add IDs onto the report before scanning.

Examples of PHI/PPI

. Names

e  Geographic subdivisions smaller than a state (e.g., street address, city, county, etc.).

o All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date
of death, and all ages over 89

e  Telephone numbers

e  Fax numbers

e  Electronic mail addresses

e  Social Security numbers

e  Medical record numbers

e  Health plan beneficiary numbers

e Account numbers

e  Certificate/license numbers

e Vehicle identifiers and serial numbers, including license plate numbers

e  Device identifiers and serial numbers

e Web URLs

e  Biometric identifiers, including finger or voice prints

e  Full face photographic images and any comparable images

e Internet Protocol address numbers

e Any other unique identifying number characteristic or code (e.g., DNA)
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All Specimens

folder

A

before

proceeding with any data entry.

Ensure the Histology and Disease form in the Enroliment folder is complete

Return to the participant level by clicking the tab with the participant ID and open the All Specimens

folder.

5 MM001-1105A
3 Enroliment

£ Comment

5 Baseline

5 Genetic Marke
5 Tumor Serolog
5 Lesion Evaluat
3 Logs: VS - Pre

-TR

Physical Exam
[ All Specimens
£ PK/PD/PG

5 Lab: Hematolos

Hepatic

Cardiac

(5 Lab: Literal
5 Lab: Unanticip

e N0 DEV

_ = IOCDASH Seed] # Therade [g, MMO01-1105A

(3 Lab: Blood Chem -

(5 Lab: Blood Chem - Re

(5 Lab: Chemistry -
Pancreatic/Thyroid &

5 Lab: Other Serum Che
(5 Lab: Red Blood Cells
(5 Lab: Creatinine Clear:
9 Lab: Urinalysis

(3 Lab: Other Urinalysis

Tabwithth

VALY

e

A

[ ivedidata £ Messages My Profile
User: Melissa Mineo Medidata Rave Programmer (Clinical Research Associate)

participant/|

| visit |Date
rs | |
¥
ons
g-CM
Add Event

ay

e Generated: 09 Nov 2020 15:57-56 Eastern Standard Time

Clickihere

ated

3 Lab: Bone Marrow

V Task Summary: Subject
> 4k NonConformant Data
[> (2) Open Queries
> (&) Overdue Data

%@ Help &3 Home [y Logout

Grid View

Pages
ord
or?
ord

Specimen Consent form

Complete the Specimen Consent form as required for your study.

_ w0 ILD1D404[.§§CW of Hope Comprehensive Cancer Centerl =

3 All Specimens
[£) Specimen Consent

[ Specimen Tracking
Enrollment

[ Print Labels
[} Tracking Contacts

Subject: 1
Page: Sp n Consent - All Specimens

First logline is required prior to the first specimen collection.

CRF History

(
(

(
Consent

Additional loglines need only be added if consent changes.
Email STS.Support@theradex.com for assistance with specimen tracking.

% Currently viewing line 1 of 1.
Click here to return to "Complete View".

Consent Date

Did the patient agree to have their specimen(s) collected at timepoints specified in the
protocol and any said specimen samples and related health information used for the
protocol prescribed laboratory studies?

Patient has given permission to store and use his/her sample(s) for use in future health
research:

Patient has given parmission to be contacted in the future to take part in more research
Patient consented for CLIA sequencing assay for tumor profiling:

Reason for withdrawal of consent

Printable Version View PDF lcon Key
CRF Version 4574 - Page Generated: 11 Jul 2022 14:44:51 Eastem Daylight Time
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Histology and Disease form must be completed before any specimen data can be entered.

e

[EN

Apply to Record (0)

®Yes ONo ONotApplicable O 7 B

®Yes ONo ONotApplicable (O 7 Bl
®Yes ONo ONotApplicable O 7 B

OYes ONo @ NotApplicable O F B

Cancel
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As you move through the STS, if you see phrases in a different size or color font, these have been
placed by Theradex to help guide you in using the Specimen Tracking System.

3 All Specimens Saved
[% Specimen Consent Subject u
D Specimen Tracking Page: Specimen Consent - All Specimens &r
Enroliment
Print Labels . . .
D) Tracking Contacts Histology and Disease form must be completed before any specimen data can be entered.
CRF Histo First logline is required prior to the first specimen collection.
o Additional loglines need only be added if consent changes.
H == Email STS.Support@theradex.com for assistance with specimen tracking.
u # onsent Uate pecimen Collection Agreement orage Permission ontact Permission A sequencing Reason for Withdrawal
1 | 31 Mar 2022 Yes Yes Yes Not Applicable _ ‘ &6
I e——
P DF | K
CRF Version 4574 - Page Generated 'IC1D.IIILI 2%2 14:49:04 Easten Daylight Time:

e Add a new log line for each consent change.

e Some protocols require a consent record for each timepoint of specimen collection. Therefore,
add as many rows as needed.

e Participant withdrawal should be recorded on a separate log line.
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Solicited Specimen Checklist
The checklist provides a summary of the specimens, timepoints, and dates of collection.

This form automatically checks entries in the Specimen Tracking Enroliment and Specimen Transmittal
forms against the expected specimens for each Assessment Timepoint as defined in the protocol.

Please refer to the protocol and this form frequently to ensure compliance with your study’s
required specimen collections.

@ [Ose] = = | 5 i Spainars] ) ot soscinn v
Subject: s
Page: Solicited Specimen Checklist - All Specimens B
Collection Tube Reason for non- e
# Sub Group Timepoint Category Type Mandatory/Optional Completed h Specimen
Type compliance :
Collection
SG1: Dose g vty | e Unstained -~ 26 Mar
1 . Escalation and Dose Paraffin Embeddad . Mandatory v v
escalation Expansion) Tissue Charged slide 2019
. . - 855
. Archival (Dose Escalation and Formalin Fixed .
SG1: Dose . - & Unstained Complete
2 escalation Doselzl Exp?nsmn. submit after _lF_‘_arafﬁn Embedded Charged slide Mandatory Specimen (o]
enrollment) issue Collection
SG1: Dose Cycle 1 Day 1 (Dose Escalation
3 ot and Dose Expansion)-Before = Blood Serum SST Gold Top | Mandatory TApr2022 | &G
escalation Tyt
SG1: Dose Cycle 1 Day 1 (Dose Escalation
4 ot and Dose Expansion)-End of  * Blood Serum SST Gold Top | Mandatory v 07 Apr2022 | G
escalation Infusion
SG1: Dose Cycle 1 Day 1 (Dose Escalation
5 ot and Dose Expansion)-4hr after = Blood Serum SST Gold Top | Mandatory V| 07 Apr2022 | G
escalation infusion start

This form is not present in all studies.

The line numbering (#) in the form does NOT correspond to the log lines in Specimen Tracking
Enrollment.

To activate the Completed checkbox the Timepoint, Category, Type, and Collection Tube Type must be
entered into Specimen Tracking Enrollment exactly as it is displayed in this form. The checkbox is
activated when the Date of Specimen Collection is entered in the Specimen Transmittal form. Some
studies have unique shipping needs, these must also be entered in Shipping Status before the form
marks the specimen as completed.

If a Mandatory specimen was not collected or if the collected specimen differs in Category, Type, and
Collection Tube Type, a system query will appear. The Reasons for non-compliance field will have a
drop down available to record the reason the deviation from protocol occurred (ie. Less than complete
collection, wrong specimen collected, or choose Other and provide a short description).

For Optional specimens the form will activate the Completed checkbox when collected but will not
automatically issue system queries.
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Specimen Tracking Enrollment form
Also referred to as Specimen Collection Initiation in some studies

Ensure the Histology and Disease form in the Enrollment folder is complete
A before proceeding with any data entry.

Each specimen type (including differences in the container) should be on a separate log line. For example,
stained and unstained slides should be on two log lines. Blood collected in different tube types, even if
collected at the same collection time point, would also be on separate lines. Blood in the same tube type

and at the same collection time point (i.e. 2 x 3 mL blood in purple top EDTA tube, processed for plasma)
should be one single line.

Subject: MD004-0123

o
Page Tracking E -Al

X
CDASHIG 2.0

Email STS.Support@theradex.com for assistance with specimen tracking.

I Primary Diagnosis Dissase Group Lymphoma, Miscellansous {7 h

SnoMed Disease Term/Code Lymphoma = 118800007 @ & &

# Timepoint | Specimen category Specimen Type | Block Number | Type oftissue | Surgical Path ID | Number of labels | Report | Report o
1 |Baseline | Blood Plasma _ _ _ 2 _ 1% /1% |1° | CDASH Seed-J890KL83-1 = (v i
2 |Baseline |Blood Plasma _ _ _ 3 _ _ 1%]1% [1®| CDASH Seed-J890KLE3-2 = v i
3 |Baseline | Formalin Fixed Paraffin Embedded Tissue FFPE Black 44893 Primary 3K9099 L01 2 _ 1% 11 [1® | CDASH Ssed-J890KL83-3 P-44893-3K9099.L01° A
Add a new Log line Inacfivate
Printabledllysion View PD on Key E
CRF Versiof#534 - Page GeneratelD3 Jul 2021 11:22:44 Eastem Daylight Time

1. If not present, add the Primary Diagnosis Disease Group. On some studies this is automatically
filled out. If the SnoMed Disease Term Code is empty, complete the Histology and Disease form
in the Enrollment folder before proceeding any further.

2. If ablank line is present, use the pencil icon to edit the fields in each row. Otherwise use, Add a
new Log Line.

3. Complete at minimum the required fields:

a. Assessment Timepoint

b. Specimen category
c. Specimen Type

d. Tube Type

e.

How many labels are needed? Extra labels can be applied to redacted reports to be uploaded

~ whether on this form or the Histology and Disease form

4. For tissue specimens you need to select the Tissue type.

Click Save.

6. You can edit any previously entered data by using the pencil icon. This will expand the row. After
the row is expanded, use the pencil icon to right any individual field to open it for editing.

vl

Notes:

Additional rows can be added by selecting “Add a new Log line” at the bottom of the screen (red arrow).

Rows can be inactivated by selecting “Inactivate” and entering the row number (red arrow). See note
below. Inactivating a log line will remove the corresponding Specimen (#) folder.
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If the inactivate function has been used in Specimen Tracking Enrollment form or a line is left blank, the
Specimen (#) folder for new entries will not match at first; but will be updated to match the log line when
the Specimen Transmittal form (or Specimen Collection Details form) is saved.

If using the Print Labels form, once the Specimen Tracking Enrollment form is saved, the number of

labels cannot be updated on this form. If a change is needed to the number of labels, update on the
Print Labels form.
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Labels
Print Label form

The label printing process has been updated for recent studies to utilize the Print Labels form. Follow the next

steps for these studies. See Specimen Label Report for older studies that do not include the Print Labels
form.

1. Inthe All Specimens folder, open the Print Labels form.

@, THERADEX

Im All SpOCimOﬂS s ) “F adidaty 0 Mesisges Lh My Profile 5 Help  f§) Home ;ﬂ Logout
(3 Specimen (1)

" (CRA Specimen Tracking
e

Subject .. 1T
(3 Specimen (2) Page Specimen [l 0 PrLates
[} Specimen Consent Email STS.S Soon.
! [& Specimen Tracking Prisa Diagec —_— R }

Enroliment
| 3 PDF which can then be sent to vour printer.
[y Print Labels

.
rackig Comtact Clickihere

2. Atthe top right of the form, click on the pencil to edit.
3. Select the Label Layout.

e Multiple labels per page (default) — for standard laser printers
e One label per page — for special purpose thermal label printers

») THERADEX

DEV 3 ivedidata Messages My Profile 47 Help g Home [gdY Logout
ONCOLOGY User: Melissa Mineo Medidata Rave Programmer (Power User)

g IOCDASH Seed I 2 Theradex I £, MM0D1-1105A | = All Specimens [ [) Print Labels

G AllSpsimans
(% Specimen (1) 21 Oct 20:
* Blood Subject: MMO01-1105A Do a
= Specimen (2) 01 Nov 20| P20¢" Print Labels - All Specimens 5 o
Slod CDASHIG 2.0
[ Specimen Consent
[3 Solicited Specimen } i 3 ) .
Checklist Labels will be delivered to your email address as a PDF which can then be sent to your printer.
1] ggf;l":z:f'ﬁck'"g For a standard printer, use this product. These labels are 0.5 inches high and 1.28” wide.
[@ Print Labels
[ Tracking Contacts Label Layout is a mandatory field - after the first use, please click the edit pencil to the right. If no value is selected it is defaulted to *Multiple labels per page”.
Label Layout ( <) 0@ o
CREF History
MO0 T-1105A - Print If you have previously used this form, please click the edit pencil to the right to specify a timepoint.
Labels Available Protocol
MM001-11054 - Specimen Timepoints ‘ <] or@ [}
Consent
MM001-11094 - Print If the number of labels you need are listed below already, please click the checkbox next to any row (multiple rows are allowed) or choose a protocol timepoint from above, then save the form.
Labels If you need a different number of labels, please update the below values, and save the form without clicking any checkboxes. Please wait a few minutes for Rave to make clinical view updates, then either select the protocol
MMO01-1109A - Specimen timepoint above or click any of the checkboxes below, then save the form.
Consent
’ : S : P
Specimen Enrollment Logline | Universal Participant . Protocol Protocol TimePoint Coded | Specimen Specimen | Relevant How many ! !
# Number D SpecimenID i opgint alue Category Type Codes labels? (E'I'I':J:‘;‘E oz B (]
1)1 CPASH Seed- | Baseline BASELINE Blood Blood - 2 a] osa ]
2|2 CPASHSeed | cydle 1 Day 15 | C1D15 Blood Blood - 3 ] ora ]
Printable Version View PDF lcon Key
CRF Version 3666 - Page Generated: 11 Nov 2020 12:57:50 Eastem Standard Time

There are two ways to print labels - CHOOSE ONE METHOD ONLY.

e Printing labels by manual selection - the user can select individual Specimen IDs by clicking the
checkbox under the column Print.

--OR--
e Printing labels by Available Protocol Timepoints.
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) THERADEX DEV 3 Medidata Messages My Profile 7 Help )y Home [2Y Logout
ONCOLOGY User: Melissa Mineo Medidata Rave Programmer (CRA Specimen Tracking)

_ 2 IGCDASH Seed l PeTheradex l 2 MM001-1105A [ Al Specimens [ [ Print Labels

3 All Specimens
£ Specimen (1) Subject: MM001-1105A
P Page: Print Labels - All Specimens B 4
&
Specimen Consent

[ Solicited Specimen

Checklist Labels will be delivered to your email address as a PDF which can then be sent to your printer.
[& Specimen Tracking For a standard printer, use this product. These labels are 0.5 inches high and 1.28” wide.
Enrollment

[y Print Labels

Label Layout is a mandatory field — after the first use, please click the edit pencil to the right. If no value is selec
[# Tracking Contacts

Label Layout O 48
CRF History If you have previously used this form, please click the edit pencil to the right to specify a timepoint.
MMO01-1105A - Print PRI
Labels Protocol [ ]
MMO001-1105A - Specimen Timepoints
Consent

» [f the number of labels you need are listed below already, please click the checkbox next to any row (multiple rows are allowed) or choose a protocol timepoint from above, then
save the form.

= If you need a different number of labels, please update the below values, and save the form without clicking any checkboxes. Please wait a few minutes for Rave to make clinical
view updates, then either select the protocol timepoint above or click any of the checkboxes below, then save the form.

& Specimen Enroliment Logline | Universal Specimen ID Protocol Protocol TimePoint Specimen Specimen | Relevant How many I'E[IE‘ le selections
Number Participant ID P [TimePoint Coded Value Category Type Codes labels? gllnwgd)
11 gg’fj Baseline BASELINE Blood Blood - 2 O o/ ®
Printable Version View PDF | K ~
rintable Version lew con Key
CRF Version 3656 - Page Generated: 10 Nov 2020 16:11:11 Eastern Standard Time [Save | Cancel |

Printing labels by manual selection

_

After selecting the Label Layout skip over Available Protocol Timepoints

2. How many labels is populated with values from the Specimen Tracking Enrollment form. If
different number of labels are needed, update the number here. This may cause a delay in label
generation.

Click the Print checkbox for each needed specimen (multiple selections allowed).

4. Click Save button.

w

Printing labels by Available Protocol Timepoints

») THERADEX DEV A meciata =2 My Profie 9§ Beip @y Home [ Logaue
e User: Melissa Mineo Medidata Rave Programmer (Cinical Rese ale]
I - ([ covsseea 12 Thermcex [ nao1-1108A [ 5 0 Specimens [ Prin: Lbels
All Spec
(D AlSpecimens Subject: MMOD1-H05A o
(13 Spacimen (1) Bage: Print Labels - All Specimens D
[& Spetimen Consent
B Solctas Specimen Labels will be delivered to your email address as a PDF which can then be sent to your printer.
hecklist

For a standard printer, use this product. These labels are 0.3 inches high and 1.28" wide.

[& Specimen Tracking

Enroliment
[y Print Labsis Label Layout is a mandatory field - after the first use, please click the edit pencil to the right If no value is selected it is defaultad to "Multiple labels per page”.
[& Tracking Contacts Label Layout Multiplz sbels per page | OFfH
If you have previously used this form, please click the edit pencil to the right to specify a timepoint.
CFF History Available Protocol Timepoints ]vl ofHE
MMO01-11054 - Frint _ [Baseline _ i _ _ ]
Labsls = |f the number of labels you need are listed below already, please click the checkbox next to any row (multiple rows are allowed) or choose a protocel timepoint from above, then save the form.
MMEG1-11054 - Speci = If you need a different number of labels, please update the below values, and save the form without clicking any checkboxes. Please wait a few minutes for Rave to make clinical view updates, then
Conzant pecimen either select the protocol timepoint above or click any of the checkboxes below, then save the form.
Specimen Enroliment Logline Universal = Protocol Protocol TimePaint Coded | Specimen Specimen Relevant How many = 5
% INumber Participant ID Specimen D 5 oRoint Malus ICategory IType ICodes Iabeis? I
11 o Bazeline BASELINE Elood Blood - 3 u] O/H
intsble Version \iew POF  lcon Kay
CRE Varaie SE5E - Fast Grarated: 14 Now 3420 102941 Exstorn Standied Tros e

1. Select one of the Available Protocol Timepoints from the dropdown.
2. SKip over the line listing of specimens.
3. Click the Save button.
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Once the user saves the form, the system will generate the same two emails shown above for manual
selection, however these will include the timepoints that match the user selected values.

Apply labels to the specimen(s), and hand write the date and optional time on the label.

If both protocol timepoint and the print check box are used, no email will be issued. Only one

type should be chosen

Once the user saves the form, two emails will be generated. One email will be sent with the actual QR
Code pdf attached in the email. Open the attached pdf in Acrobat Adobe reader and follow the printing
instructions. A second email will be generated and sent to the user with an active link to download the
QR code pdf. User can copy / paste the link into a browser or click on the active link and pdf will be

downloaded in the download folder.

Specimen Labels for patient MM001-0001 in protocal

| € Reply | ) Reply Al —> Forward ||£|

Thu 10/22/2020 5:04 PM

e 251 DE R

Action ltems
==

Medidata Rave Specimen Tracking System

Dear Rave STS user,

IWRS Administrator <local.administrator.iwrs@theradex.com:
To © Melissa Mineo

_MMOD1-0001_20201022_170412.peff

o
+ 1k

Attached is a PDF of your specimen labels with the parameters as you have set them — one label per page or multiple labels in columns. Please print this on your chosen device
and apply the labels to the specimen containers. There is space on the label to hand write the date and optionally the time.

Regards,

Medidata Rave Specimen Tracking System

Specimen Labels for patient in protocol

<
noreply@mdsol.com B
To 10:15 AM

Action [tems + Getmore add-ins

Dear Rave 5TS user,

Please click this link https://spectrack.theradex.com/GeneratePDF.aspx?

tudylD= &PatientiD=

po032&1 oglinelds=1[2|3|4]|5]|9&paperConfig=1&emailAddress=

0 download the PDF of your specimen labels with the parameters as you have set
hem - one label per page or multiple labels in columns. Check your Downloads folder,
hen please print this on your chosen device and apply the labels to the specimen
containers. There is space on the label to hand write the date and optionally the time.

Regards,
PMedidata Rave Specimen Tracking System

Apply labels to the specimen(s), and hand write the date and optional time on the label.
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Specimen Label Report
The following steps are for older versions of the STS that do not have the Print Labels form.

1.
2.

Return to the participant's main screen
In the Reports menu click on Specimen Labels [protocol number] link

,y THERADEX
Lo Ot

3 Course 03 - 26 Feb 201
[ Course 04 - 26 Mar 201
[ Course 05 - 23 Apr 2019
[ Cours= 06 - 23 May 201
4 PKIPDIPGIL:

[ Lsb: Hematoicgy

[ Lsb: Slood Chem -
HEPATIC

4 Lab o el

9 Ls

3 Lat

9 L

9 La

[=RE

[ Lab: Respiratary Funcs
[ Lsb: Urina

4 offStudy

[ Followlip 02 Aup 2010
@ NCI Reporiing

(& Hidden Labels

EY
[ Envoiment Forms [ subject Enroliment
ﬁ Em m:‘ Misit Date T Task Summary: Subject
= E::E;: ® [3 |Enroliment 01 Jan 2018 [ # Requiring Signature.
9 Genstc Markess Baseline 01 Jan 201 > 4k NonConformant Dats
4 Biomarkers (3 | Course 01- 01 Jan 2018 01 Jan 2018 [> @ Open Queries.
[ Lesion Evaluations (5 |Course 02- 20 Jan 2019 20 Jan 2018 DQ::WT“ Querzs
[ Logs: CM - TR-V/S - 5% [ |Cowrse 03- 28 Feb 2018 26 Feb 2010 Eg k. 0‘2: )
quiring Review
S Physical Exam [§ | Course D4 - 26 Mar 2018 26 Mar 2019 I
[ (D) Requiring Verification
(3 Al Spacimens 5 | Course 05- 28 Apr 2010 [232ar2010 -
2 ©1 - 01 Jan 201 - =578 —
[ Gourse 0101 Jan 2018 | Course 08 - 23 Wiay 2018 |23 msy 208 5 @ Ready for Dats Lock
[ Course 02 - 20 Jan 201
> @ Cancs! Queriss

nary AddEvents © Disabled ® Enabled
[T o— ] 7
Click here - can also select at the site level (below the list of participants)
. St e
‘ [ Specimen Labels for 10302 - One per page )

Icon Key
T

CRF Varsion 2672 - Page GEnarates: 30 Jan 2020 13:54:52 Eastam Stanoar Time

@ veip @ Home Y Locaur

Grid View

‘Sutject Administration

Susject Sharing
Pages

In the Report Parameters menu, expand the Timepoint submenu and click to select.

Alternatively, use Collection Date(s) if you have entered the collection date in the Specimen
Transmittal form

Click Submit Report.

Apply labels to the specimen(s), and hand write the date (if not present) and optional time on the label.

UAT

ER MyProfle % Help ) Home [# Logout

[ Medidatz [0 Messages
User:

@ | D10302]

Report Parameters

-

Study: ® 10302 | UAT
Site Group: B '\World+
Sites: ® Rutgers Cancer Instifute of Mew Jersey
Subjects: & HJ0EE
int(s): =

—-— - [ ___:) Specimen Labels for 10302 - One per page

[ All_TimePoints
) Archival
| Baseline

1

(| Collection Date(s): &)
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Specimen Transmittal form
Also referred to as Specimen Collection Details in some studies

This form should be completed the same day as specimen collection even if the
A specimen is to be shipped at a later date.

Return to the All Specimens folder. After adding the logline to the Specimen Tracking Enrollment form,
a folder will have populated, Specimen (#) for each specimen line. Open each folder and complete the
forms.

Complete Specimen Transmittal form for each specimen (in each specimen folder).
Required fields are in red font. Not all fields are relevant for all specimens.

If changes are needed to the Protocol Timepoint, Specimen Category and Specimen Type; the
changes need to be made on the corresponding Specimen Tracking Enrollment log line.
I 1 | (JEDASH Seed| 42 National Instiutes of Health Clinical Center | 2, MD004-0123 (= All Specimens | ) Specimen (1) 14 Aug 2020 Plasma| [ Specimen Transmittal _

Subject MD004-0123
Page: Specimen Transmittal - Specimen (1) 14 Aug 2020 Plasma B

CDASHIG 2.0
Email $TS.Support@theradex.com for assistance with specimen tracking.

Logline Number 1 &xed
Universal Participant ID J890KLE @ % @
Specimen 1D CDASH Seed-J390KL33-1 @ % @
Site of Disease Lymph Node & % @
Primary Diagnosis Disease Group Lymphoma, Miscellaneous @@ ¥ 1
Assessment Timepoint Baseline @ % &
Date of Specimen Cellection 14Aug2020 G 5 @
Time of Specimen Collection 1034 G @
Specimen Category Blood & % @
Specimen Type Plasma @ % @

For Fresh or Frozen Tissue in Media, specify media type
Media Type @ra

Fine Needle Aspiration VT

For Collection Tube Type: Liquid specimens only

Collection Tube Type (i O e
Slide Prep Type [V
Number of charged slides [VEaT|
Number of uncharged slides &Gr@a

Number of containers used for collection 2 @r@

Specimen Source: If the specimen is blood, select Blood from drop down. In the free text associated
specify field, enter further details about the collection. If there is nothing specific, it is perfectly acceptable
to simply enter “General Blood Draw”

Specimen Source

Data will populate as you type. Select from list. Blood 0N
For Blood samples, please enter either ‘General Blood Draw’ or something more specific in the specify box below. This General Blood Draw
is required
Comment Protocel specifies 2 tubes in EDTA and =
Enter additional critical details in the Comment field as it will appear on the Shipping List report. 1 Streck tube. Same blood dran, but 2 ~| O £ &
different specimens|. 4
# | Processing Laboratory Name Biospecimen Test Name Start Date Start Time
1|_ _ _ _ Qs

Add a new Log line Inactivate

Printable w PDF lcon Key

Click Save. After the Specimen Transmittal form is saved, the folder name in the upper left corner will
update with the Date Specimen Collected and Specimen Type.
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Notes:
If the # in the Specimen (#) folder name does not match the log line number. Complete the Transmittal
form (enter the collection date at minimum) and the folder name will update after saving.

For some studies, the collection tube type is entered on this from for blood specimens.
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Shipping
Shipping Status form

Complete the Shipping Status form for each specimen when it is ready to ship. The data on this form
should only pertain to the specimen recorded on the Specimen Transmittal form. Once this form is
completed use the Copy Shipping feature to help complete the Shipping Status form for other
specimens on your shipment. Typically, there will only be one log line completed on this form, unless the
specimens recorded on the Specimen Transmittal are being sent to different destinations. Each Shipping

Status log line corresponds to a line item on the Shipping List report.

8y (1) 21 Oet 20¢)
D Subject, MMOD1-1105A
Fage: Shipping Status - Specimen (1) 21 Gct 2020 Blood

23 Spasimen Transmisa -
Email STS_Support@theradex com for assistance with specimen tracking.

[ Cogy Shipping

[B Shipping Status

1 @R

[& Eiopsy Patnclogy
Verfieation and

Aszaszmant

Specimen ID

Comments from Sender

CRF History

VMDD 11054 - Shigging s_ | Gourier | Tracking Number |Source |Sendershame | Senders Telephons | Senders Ems | Number Sent | Shipping Canditions |Shipped Dat= | Destinaton

ce [ MyFrofie 9 Help

d.‘ THERADEX DEV [ eciata 03 Vs
J = User: Melissa Mineo Medida:
e s e e

Do not ship the specimen until all queries that appear when a new logline is entered are resolved.

12 Rave Programmer (Cir

CDASHSesd-1 @ % W

Statuz - _

MMOD1-11054 - Specimen | _
ansmital P

MNOD1-11054 - Spsciman |
Cansent

r e enders Ema [Noticesentto | Eman slert?]

| S— I= = = = = I= = [ o}

e Inactvate e~/
T - i

e Clicksthe editipencilito
open rowsl

») THERADEX

ONCOLOGY DEV

g IOCDASH Seed I @Tnemdexl 2 MMnm—HDSAIﬂA\I Specimens | £ Specimen (1) 21 Oct 2020 Blood [ [ Shipping Status

3 Specimen (1) 21 Oct 20:
Blood Subject: MM001-1105A

Page: Shipping Status - Specimen (1) 21 Oct 2020 Blood

Email STS.Support@theradex.com for assistance with specimen tracking.

[ Specimen Transmitial
[) Copy Shipping

[&3 Shipping Status

[ Receiving Status

[ Biopsy Pathology
Verification and

Do not ship the specimen until all queries that appear when a new logline is entered are resolved.

Assessment .

Specimen ID CDASH Seed—1 @ % B
CREF History Comments from Sender _ I
MM001-1105A - Shipping 4 ©
Status -

& Currently viewing line 1 of 1. -

MMO001-1105A - Specimen Click here to return to "Complate View" Apply to Record ()
Tanamite 5
MM001-1105A - Specimen O ¢
Consent Shipping Tracking Number }
and Disease

A ivedidata Messages [ My Profle @ Help & Home [2Y Logout
User: Melissa Mineo Medidata Rave Programmer (Clinical Research Associale)

MMOD1-1105A - Histology
Shipping Source
MMOD1-11054 -

] [~
7 n

Administrative Enrollment Sender's Name (as per CTEP-IAM account) [

[ OrE

MM001-1105A - Specimen
Transmittal
MM001-1105A - Specimen
Tracking Enrollment
MMO01-1105A - Print
Labels

Sender’s Telephone Number

Sender's Email Address

Number of Samples Sent
Shipping Conditions

Shipped Date

L Jorw

[ Jorm

[__] O/®
___V Q/H
T~ OfrH

Destination
Notice sent to

R
(3~

Send Email Alert 2]

Printable Version View PDF Icon Key
CRF Version 3 566 - Page Generated: 11 Nov 2020 10:52:06 Eastem Standard Time

0O 0orH

1. Click the edit pencil on the Shipping Status logline for the first record.
2. Complete all required fields in red. Please review the following notes

Tracking Number: Be careful there are no extra spaces in the field at the beginning and end of
the number. If hand delivering to a local lab see Note below for further explanation.

Shipping Source: Your site. This field will have your site at the top.

Number Sent: This number must be the same as the number of samples (of this sample type)
physically put in the box to send to the lab. Do not enter the total of all samples sent.
Destination: Choose the destination from the drop down menu. If the drop down does not
populate, go back to the Histology & Disease form and be sure it is complete. Do not
manually enter data into this field. The destination must be selected from the drop down

menu.

Notice sent to: This field changes based on the entry made in the Destination field above it.
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w

Do not click the checkbox for “Send Email Alert” at this time.

Click Save.

5. For each additional specimen included in the shipping (same tracking number) use the Copy
Shipping feature to complete the Shipping Status forms, see next section.

e

Note:

For hand delivered specimens a unique tracking number entry must be provided. Generic entries (i.e.
N/A, hand delivered, dropped off) are not acceptable. An example of a unique entry can be initials and a
date. Please be sure to keep the format of these entries the same MM_15/une2021 and MM 15June2021
are not considered the same in Rave.

Copy Shipping

If shipping multiple specimens in the same shipment, complete the Copy Shipping form for subsequent
samples after the Shipping Status form has been completed for the first sample. The Copy Shipping
form will retrieve the information previously entered and copy it into the Shipping Status form for the
subsequent samples. To use this form, there needs to be a tracking number entered on another
sample’s Shipping Status form. This form requires refreshing each time it is utilized.

D imesidats [ Hessages (R ey Profie P meip Q) vome Y Lopont

t (CRA Specmen Tracking|

1. Return to the All Specimens folder and click on the
folder for the next specimen in the shipment.
Confirm the Specimen Transmittal form is complete.
Click on Copy Shipping.

Click the edit pencil in the top right-hand corner.
Select Tracking numbers radio button. Older versions m—
only have a checkbox. Tracking Nursbes From he Curent Paricpant* @ | B
Click Save. s
Find the tracking number in list. The user can sort the e

list by date by clicking on the Shipped Date header.
8. Click the edit pencil for the row with the desired tracking number.

9. Click the Copy Shipping Status checkbox.

10. Click Save.

11. Go to the Shipping Status form.

12. Click on the Number sent field; enter the value into the opened form.

13. If this is the last specimen to be added to the shipment, click Send Email Alert at this time.
14. Click Save.

E of the radio buttons and save the form.

v wN

o

~

[8 Specimen (2) 18 Mar 20,
Foush Thed bn Mada

lorm will not be on this form until you refresh the table by selecting one of the radio buttons and save the form. L‘ Eﬂl:l'l'q o1 T qovemh

bers, select one
ed this form, you

Lo Shipsning
encil to the right. “Shapianiy Hiatug

| s Tnphata | sensersE o rssing Contibons | Sipped Dus | Dvasinwtion
'I "| i rve—" oo Fack 18Mar MO | EET Biokark

f:]
i

|8 Bopriy Patbeiony
YariScalion and

oru
8
LATE T T2
|8 Bageiy Flagest
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Notes:

You must click Save after choosing one of the radio buttons - only then will the list of tracking
numbers be updated.

Number sent in the Shipping Status form is the only piece of data that is not copied over as it may be
different, do not forget to go to the Shipping Status form to enter this number

Remember, do not send the email alert until all specimens have been added to the relevant tracking
number.

Receiving Status form

This form is used by the recipient lab only. The sending lab should not enter or modify any data in
this form.

The number of samples listed in Shipping Status will correspond to the number of loglines in Receiving
Status.

If queries are noticed on the Receiving Status form, check the Shipping Status form for errors (such as
quantity sent) and address them on the Shipping Status form.

Tracking Contacts form

This form is machine controlled. Rave Users should not enter or modify any data in this form.

If no Destinations are present in the Shipping Status form and the Tracking Contacts form is blank. Go to
the Enrollment folder and complete the Histology and Disease form.

If you believe changes are needed in this form, please contact sts.support@theradex.com.
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Shipping List

The Shipping List is indexed on the tracking number. Rave will pull entries from the Shipping Status
forms with the same tracking number form and create a line in the Shipping List.

1. Click on the tab with your site name. Below the list of participants, in the Report box, click
Shipping List.

2. Click on the Tracking Number arrow.
3. Select the tracking number from the list.
4. Click Submit Report.
5. Use the printicon or the download icon in the pop-up window.
6. Put shipping list report and hardcopies of relevant pathology reports in the box with the
specimens.
Welcome Andrew Lohrum 05 Nov 2021 12:02:30
CTSU Technical Support page: Click here. Rave User Guide: Click here.
For technical support on the Specimen Tracking System, please email STS.Support@theradex.com.
Subject ‘ | & V Tas
Advanced Search > &
Subject >®
m >O
|
H B
|
H B
H B
H B
ageT <= = Pagelaof1 = »=
Icon Key

Reports

[% Shipping List for 10404 - Shipping list for specimen tracking

For older studies, if you do not see the Reports box on the subject page, make sure you are logged in
with the CRA Specimen Tracking role.
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O'.\ THER:ADE')‘_( UAT

I 15 1025 = 0 Acterson Cancer Conte] 3 Shsgung ot o0 10023 - Shggeng bt 0 i

A Sasses Subest Raport | g . Third, click: Submit Report
Aus Saudey Sh0en : — —
Pde Aux Soudes Repont Pararvaters

Stady: #0029 | LAY
Site Growp  »Vonoe
Seen: #M D Andensce Cancer Cootet
rmwwamnuuvum
. ) 2 All_Below_Trackisg Numbers
First, click this

arrow to see all £000-1111-2222-333

L
tracking numbers 111530802200
PR RARERALS
Second, select the 5197106845135 241
appfopna{o TTT7T 660665555 44448
trackmg numbor — | 050323821140
. " N
“from this st 99992220 40881111 Note there ere may be
VAt G300 111 more than one,
|t P e P e
W page_ chock at the,
testi0t bottom  of | :he st
T g |
& o Track % Ol = W plter B [T e - 8 Ouling
T Y?
=1 st Print seein Hnload
- Ganersl Ihr
(%) | Teow Wi Inteligence docurmant
At WJ Wayr: Fartrm Proocol 032 - UAT Contact info. Pater Clark
S:-mg mm S0 el Ak Sa0 M D Anderson Cancs Canlisr &mm.l”@.:i&nmu oom
Cocsk:  Enghch (Unvted Rates) Shipping Date 2 Age 2020
ooy LeftaoeRight Traclong Mo, S000-3234-5211-431
" ) Please include a hardcopy of the pathology and any other relevant report in the shipment.
Ceyrords:
= SEAENS
pp—— My 13, B30 1183 f WEETRIE-ED LU 2= 3 ;r':’! Beood g IRV N Eofmzb;:r;:ﬂ; :r‘:"v“
Sl 0a:00 L Tal Bzoet Nk acan—a
Lastmodict  Aprd 3, 2020 13615046 P Vi T
Linit siciifed M5]m& Rt Eqemgin Fiot Pepli [ i £ Thg Blas T TR 08
B AR OEE - AT - 18 E=pwnind Tre F——
Duradp o FEEE B
orevous reas: 1
| = Pewwmant fmesm

NOTES:

e If the shipment includes specimens from multiple participants, the Shipping List will have a

separate page for each participant.

e The Shipping List is organized by Tracking number — if items are missing check the tracking
number field in Shipping Status for errors or extra spaces before or after the number.

e Double check that the specimen ID and the specimen type on the container matches the line item

on the Shipping List.

e The number sent on the shipping list must correspond to the number of that specific sample that

are packed in the box.

e Ifany data is incorrect be sure to update the appropriate form Specimen Tracking Enrollment, Details or

Shipping Status. Then regenerate the Shipping List - Corrections by hand and initialed are not

acceptable. See image on next page.
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Shipping List

Protocol: 10404 3 Contact Info: Andrew Lohrum

-

Site: § ity of Hope Comprehensive Cancer Center alohrum@theradex.com
Shipping Date: B1 Mar 2022
Tracking Number: 1123456

hardcopy of the pathology and any other relevant report in the shipment.

Protocol-Patient ID imePo atego amples Ses ISSue 1 ample Site ollection Date

pecimen ID be Type €.3

10404-CA043-0007 Baseline (ctDNA) Formalin Fixed Paraffin 3 rimary Lung 15 Feb 202213:15
Embedded Tissue

3B186BK3 N/A
FFPE Block

10404-38186!

- N/A

10404-CAD43-000 Baseline (ctDNA) Blood 2 General blood draw 15 Feb 202213:15

3B186BK3 Plasma N/A

10404-381868K N/A

Line #in Specimen
Tracking Enrollment

* On NCICOVID and new studies going forward,
Tube Type is recorded on Specimen Tracking
Enrollment. Otherwise, Specimen Transmittal form

1 - Specimen Tracking Enrollment

2 - Specimen Transmittal
3 - Shipping Status
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Adverse Events in Specimen Collection

Adverse events that occur as a result of specimen collection prior to treatment are recorded on forms
within the STS. These forms may not be present for your study.

If the event occurs during treatment, record the adverse event form in the current Course folder. See the
Rave User Guide for more information.

Pre-treatment Biopsy Adverse Event Presence

_ @& IO 1 D4D3I #-Dana-Farber/Harvard Cancer Centerl S N I A Specimens[ [} Pre-treatment Biopsy Adverse Event Presence _

3 All Specimens =
. | Subject:
Page: Pre-treatment Biopsy Adverse Event Presence - All Specimens
[irs) glpn.:-;cc:men (1) 12 Apr 203 g psy p B s
3 Specimen (2) 1 Apr 2020 ) i
Esnrmalln Fixed Core This form and the associated Adverse Events form should ONLY be used for AEs that occur as a result
iops - - - c s e -
a IFAp y of tissue biopsy specimens collected prior to the initiation of treatment.
[£] Specimen Consent
. . Are there any pre-treatment adverse events related to protocol- ﬁ
B Eﬁ?&:l:‘lﬂgpﬂﬁacklng mandated biopsy collection? Yes OnNe O 7 H
: Printable Version View PDF Icon Kay (ETrm
% Print Labels CRF Version 5653 - Page Generated: 06 Sep 2022 09:50:06 Eastern Daylight Time
Solicited Spacimen
| Pre-treatment Biopsy
Adverse Event Presence
[% Tracking Contacts

If an adverse event occurs during the collection of a tissue specimen prior to treatment, click the Yes
radio button and then click Save.

_ i IO10403| #-Dana-Farber/Harvard Cancer Centerl 2 m S Al Specimens[ [) Pre-treatment Biopsy Adverse Event Presence _

[} All Specimens -

5 Saved
[irs] glaecdlmen (1312 Apr 2 Subject ML UM
0o Page: Pre-treatment Biopsy Adverse Event Presence - All Specimens &
3 Specimen (2) 1 Apr 20
Formalin Fixed Core ) )
Biopsy This form and the associated Adverse Events form should ONLY be used for AEs that occur as a result
O IFA of tissue biopsy specimens collected prior to the initiation of treatment.

[£) Specimen Consent

[% Specimen Tracking

Are there any pre-treatment adverse events related to protocol-
Enrollment

B mandated biopsy collection? Yes @ FH
Print Labels

Printable Version View PDF lcon Kay
[ Solicited Specimen CRF Version 5683 - Page Generated: 06 Sep 2022 09:55:05 Eastern Daylight Time

Checklist

[ Pre-ireatment Biopsy
Adverse Event Presen

Adverse Events

Expedited Reporting —
ion

After saving the form, the Adverse Events and Expedited Reporting Evaluation form will be available to
collect more information.
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Adverse Events (All Specimens)

The specimen associated with the adverse event must be entered into Specimen Tracking Enrollment
and Specimen Transmittal before completing this form.

STl e T Tanserel D I

Subject! M y
J 7

Page Adverse Events - All Specimens

This form should only contain Adverse Events that occur as a result of tissue oxH
biopsy collection procedures carried out prior to study treatment.

Form Instructions

* Red asterisk before a field denotes that it is required by the system for rules evaluation.

* Course/Cycle # 0 OGN
* Start date of this courselcycle 25Mar2020 (G % Bl
* Start date of first course/cycle 25Mar2020 @ % B
* Treatment assignment code Zone 1 DL1: Gemcitabine 175mg/m2 (Day 1 and 8) BAY 1895344 20mg twice daily (Days 2-3 and 9-10)° (% ¥ B

REMINDER: Depending on your settings in Rave, this table may be paginated. If the options are available, click on Paginate and select Show All Lines or click on the numeric page numbers at the bottom right corner of the table. If these options are not available, you
are already viewing the entire table.

Please confirm AEs reported as engoing in the previous cycle are still ongoing. (7] Qs H
Adverse Adverse MedDRA . o open the og line I Disability C: i Other | Was the | yypay
event 5 Related Speci pita Life or  Anomaly | Required = Serious | ®Y®™ laction was . “DatelTime. . L su
# Even | S Cevent TrEnTCE I .m | Specimen " initial or Ti ; [Ea( et i ¢ nsldered 0 Therapy ‘AE | SAEreport (DI Time =
Verbatim cycap % Damage Defect Medical | 29 study Callection A
term| 2] limitin,
b sg) U cycle? Events) | miind)
1 =5 | [ [ L L [ - L 7 - _ 7 7 - - - I N - - L d
Add & neWT8g line Inactivate

INSTRUCTIONS: When entering new or modifying existing data in this form remember to resubmit the changes to CTEP-AERS for rules evaluation by completing and saving the Expedited Reporting Evaluation CRF in Rave.

Printable Version View PDF Icon Key

GRF Veersion 5683 - Page Generated: 06 Sep 2022 15:44:24 Eastem Daylight Time

The standard fields at the top of the form are auto-populated with values from the Enrollment folder. To
enter the first observed adverse event, click on the dash (-) in any empty field or use the Edit pencil to
expand the log line.

The auto-populated fields in the form are not open to editing. The fields are either derived from
previously entered data or will auto-populate with data based on your entries after saving the form.
These fields will have a crossed out Edit pencil as they cannot be edited. See red boxes below.

AR e ]

* Course/Cycle #

=

* Start date of this course/cycle 25 Mar 2020

* Start date of first coursefcycle 25 Mar 2020

* Treatment assignment code Zone 1 DL1: Gemcitabine 175mg/m2 (Day 1 and 8) BAY 1895344 20mg twice daily (Days 2-3and o
9-10)

REMINDER: Depending on your settings in Rave, this table may be paginated. If the options are available, click on Paginate and select Show All Lines or click on the numeric page numbers at
the bottom right comer of the table. If these options are not available, you are already viewing the entire table.

Please confirm AEs reported as ongoing in the previous cycle are still ongoing. QN
& Currently viewing line 1 of 1.
Click here to return to "Complete View" Al to Record O

Adverse Event (Verbatim term) Sub dermel pocling of | o ;g
blood st biopsy site

* Adverse event term (CTCAE v5 0) [Hematoma =]
QrH

* MedDRA adverse event code (CTCAE v5.0) Q)

* Adverse event evaluated this cycle? [®)

OrH

B}

CTCAE Grade

Adverse event grade description

I

Start Date 2020 O

End Date = QrH

Ongoing @

Relationship to Study Treatment Qs H
2|

Related to or®

Specimen Correlation (if any) [ (10403-EAD5JV02-2) Formalin Fixed Core Biopsy (1 Apr 2020} [ Os8&
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Seriousness — entry of each is required
OYes @No O # B
Hospitalization (initial or prolonged)/?]
Life ThreateninglZ] OYes ®@No O 7 B
Death ?) OYes @No O ¢ ®
Disability or Permanent Damage 2] OYes ®No O 7 ®
Congenital Anomaly or Birth Defect!?) OYes @0 O # H
Required Intervention(?] OYes ®No Q # ®
Other Serious (Important Medical Events) Oves ®No O ¢ &
Was the event considered a dose limiting toxicity? QrfrH
What action was taken with study treatment? QfH
Therapy OrH
* AE Number [e)
SAE report recommended Q!
* Date/Time of Collection Q
* Time zone Q.
* Submitted by o
Was a ticket submitted to CTEP AERS for this event? Orn
INSTRUCTIONS: When entering new or modifying existing data in this form remember to resubmit the changes to CTEP-AERS for rules evaluation by completing and saving the Expedited Reporting
Evaluation CRF in Rave
:
AE Comment[?] optional losm
e L/l N

Succinctly describe the symptom/adverse event in the Adverse Event (Verbatim term) field. Do not
simply retype the CTCAE term. DO NOT INCLUDE SPECIAL CHARACTERS SUCH AS SYMBOLS (DASHES, COMMAS,
PLUS SIGN, APOSTROPHE, ETC.). Select the appropriate CTCAE term from the drop down menu. You can
type in the menu to filter the selections. The MedDRA code will automatically populate after saving the
form.

Choose the CTCAE Grade and enter the Start and End dates of the event. Enter the Relationship to
Study Treatment.

From the Specimen Correlation (if any) drop down, select the specimen which correlates to the adverse
event. A specimen must be selected for this field, do not leave blank. If the drop-down is empty, the
specimen must be entered into the Specimen Tracking Enrollment form and the Specimen Transmittal
form must be completed prior to completion of the Adverse Events form.

Select Yes or No for each question pertaining to the Seriousness of the adverse event. Do not leave any
blank.

Indicate if a ticket was submitted to CTEP-AERS. You can enter an optional AE Comment. DO NOT
INCLUDE SPECIAL CHARACTERS SUCH AS SYMBOLS (DASHES, COMMAS, PLUS SIGN, APOSTROPHE, ETC.).

After saving, the form will create a log line. To edit the entries, use the Edit pencil to the right of the log
line. To add entries, click Add a New Log line.

Note the MedDRA field in the next image, this has auto populated based on the selected CTCAE term.
Also, a query has been opened on the Expedited Reporting form. This will be covered in the next section.
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PEmEeeseeEeEemmEmEm

(3 All Specimens

N Subject
3 g‘;;echlmen (112 Apr 202 Page: Adverse Events - All Specimens B
(3 Specimen (2) 1 Apr 202 . ;
Eqrmalin Fixed Core This form should only contain Adverse Events that occur as
10pSs) - B - -
Pey a result of tissue biopsy collection procedures carried out O%H
= IFA

[ Specimen Consent prior to study treatment.

[ Specimen Tracking

Enroliment Form Instructions

[ Print Labels .
- N Red asterisk before a field denotes that it is required by the system for rules evaluation.

[ Solicited Specimen

Checklist * Course/Cycls # o Gu N
[% Pre-treatment Biopsy

Adverse Event Presence * Start date of this courseicycle 25 Mar2020 % £
=

* Start date of first coursel/cycle

* Treatment assignment code

25Mar2020 @ £ W

[ Expedited Reporting
Evaluation

Zone 1 DL1: Gemcitabine 175mg/m2 (Day 1 and 8) BAY 1885344 20mg twice daily (Days 2-3 and 8-10)™ {2 %

REMINDER: Depending on your settings in Rave, this table may be paginated. If the options are available, click on Paginate and select Show All Lines or click on the numeric page numbers at the bottom right
b

CRF History corner of the tal “tinns are not available, you are already viewing the entire table.
NN
' “MedDRA e ; Was the
- IS Disability Other What

1 M Agverie Ad‘ﬁlse adversle event |CTCAE Advel:e Start End i i Specil (initial or Life Death or Anomaly = Required = Serious ev_ednt action was

Vi ::"ﬁ ev(ejqc.AerE" EVZ" di eve; Date Dat Ongoing  to Study to  Correlation prolonged) Threatening Py or Birth i (Imp d taken with
\ n | [Verbatim (CTCAEN code B tnis L e |[Empes Treatment 9 | Damage _Defact Wedical 20088 " gpqy
‘ )| s | creae | ey escription : 7 Evenis) | ITI9, yequmenc?
| nt 2
| . Sub Minimall (10403-

Y

dermal 10019428 invasive |25 EADSIVO2] Not
e B . n P?z‘mgd Hematom@ Vascular fiYes 2 evacuation| Mar | _ | Yes Unrelated | _ F) Tjrrga " |No No No | No No No No No AO licabl
.. gtbiggsy disorders ar 2020 B‘i)é:usy (TB ppiicable

site aspiration Apr 2020)

anew Lo e Wactivate

Expedited Reporting Evaluation (All Specimens)

Whenever the AE form is updated, the adverse events must be evaluated to determine if

A expedited reporting is recommended each time. Use the Send all AE's checkbox and save
the form to determine if expedited reporting is recommended

Subject: [ ]
Page: Expedited Reporting Evaluation - All Specimens N

Form Instructions

A delay is expected when the safety system is called for AE evaluation.

Note: Do not open more than one ticket per course/cycle in CTEP-AERS. If more than one serious adverse event occurs this course/cycle, amend the report so both events are
entered on the same ticket.

Send all AEs for evaluation

? Whenever the AE form is updated, the adverse events have to be evaluated to determine if
expedited reporting is recommended. Please check this check box and save the form to

determine if expedited reporting is r ded.[QCO17] — 2 7B
Opened To Site from System (06 Sep 2022)
<] i
Report ID [oR'3
Printable Version View PDF lcon Key
CRF Version 5633 - Page Generated: 08 Sep 2022 16:12:55 Eastern Daylight Time

After completing the adverse events form, a query is opened on the Expedited Reporting Evaluation
form. Click the checkbox and then click the Save button. The query will automatically resolve when
the box is checked and the form is saved.

If the CTEP-AERS determines that a report is needed (ie. CREATE or EDIT) it will advise on the report type
and due date. Click on the link to complete the safety report (see red box in next image).
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[a N EE TEm S IR [ISRSEe—
Form Instructions (71
A delay is expected when the safety system is called for AE evaluation.

Note: Do not open more than one ticket per courseicycle in CTEP-AERS. If more than cne urbu{:?m-nm event occurs this coursaicycle, ame)
report so both events are entered on the same ticket.

Send all AEs for svaluation cora

[E ek hs ik 1o complete the satery repor w—CREATE G v @

Rapart ID L = ara
Recommended report type sl CTEP 24 Hour SAE Netificaten & 0 @
Repert dus by e  Wednesday January 5,202 (G2 @
Feem Date 04Jan 2032134604 @ @

Please see the Adverse Events form, under the Course section, in the Rave User Guide for more
information.

Appendix 2: Covid-19 Supplementary Forms
Add Covid-19 Event

THERADEX

ONCOLCGY

& =T rm =

(&% Enroliment

= Comment

£ Baseline |l""‘i"’it |Date
= Genetic Markers | |

3 Tumeor Serology

5 Lesion Evaluations
= Logs: VS - Preg - CM -
-TR

= = v =

= Physical Exam
3 All Specimens

= mare Add Event

3 Course/Cycle 01 COVID-19
Follow-up

= Lab: Hematology
3 Lab: Blood Chem -

Hepatic lcon Key
ﬂ Lab: Blood Chem - Re CRF Version 4574 - Page Generated: 20 May 2022 14:37:24 Eastem Daylight Time
= Lab: Chemistrv - ¢

1. Go to the subject page in Rave.
2. From the Add Event drop down menu, select COVID-19.
3. Click Add.

A COVID-19 folder will load in the panel with the three supplementary forms.
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THERADEX

DNCOLOGY

¢ [ ] -
& Enrollment
= Comment

_ @ I O1D4I)4I # City of Hope Comprehensive Cancer Center [{E

| Date

5 Baseline |l""li"’it
5 Genetic Markers |
5 Tumor Serology

[ Lesion Evaluations

) Logs: VS -Preg - CM -
-TR

5 Physical Exam
3 All Specimens

ra:cowo-w M 1 e
[ Course/Cycle 0
5 Lab: Hematology

5 Lab: Blood Chem -
Hepatic

lcon Key

© Theradex Oncology

& PKIPDIPG Add Event

CRF Version 4574 - Page Generated: 20 May 2022 14:39:37 Eastemn Daylight Time

Page 137

User Guide 2.5



COVID-19 Testing

Requirements: None

Description: This form records all COVID-19 testing results.

A coviD19 (1) ‘
[] COVID-19 Testing S:gj:ct‘:ovm,ﬂ Testing - COVID-19 (1) B
B .‘jﬂ‘,’!ﬂjé’n‘?‘“‘ed Sl NSTRUCTIONS: Record results of all COVID-19 testing.
[) COVID-19 Related

Withdrawals Was the participant tested for COVID-19? s— @ves ONo O 7 B
CRF History # | Sample Collection Dats Assay Date Result Name of COVID-19 Assay (if available P [(positive) Therapy |
'(I'estirg [ covip-19 O Positive (O Recovered or Resolved
) R 4 or Resolved wi
2 atal |
) Unknown O Unknown

Add a new Log line Inactivate

Printable Version View PDF Icon Key
CRF Version 4574 - Page Generated: 20 May 2022 14:44:21 Eastem Daylight Time

After saving, the form will create a log line. To edit the entries, use the Edit pencil to the right of the log
line. To add results for additional tests, click Add a New Log line.

3 COVID-19 (1)
. Subject -
[& COVID-19 Testing Page: COVID-19 Testing - COVID-19 (1) o7
B ﬁ?e‘,’,'ﬂjfnﬁe'“‘“ Sl |NSTRUGTIONS: Record results of all COVID-19 testing.
[} COVID-19 Related
Withdrawals Was the participant tested for COVID-19? ves & fE
CRF History # | Sample Collection Date | Assay Date | Result | Name of COVID-19 Assay (if avai | (If positive) Outcome | (I positive) Therapy |
¢ — 5. covip1g 1_| 24 Jan 2022 | 24 Jan 2022 | Negative | PCR \ | | VA
Testing 5
inaciivate
Printable Version View PDF  Icon Key
CRF Version 4574 - Page Generated: 20 May 2022 14:56:19 Eastemn Daylight Time

Was the participant tested for COVID-19?: [f COVID-19 test results are available for the participant,
choose Yes. If no test results are available, choose No.
Sample Collection Date: Date sample was collected.
Assay Date: Date COVID-19 assay was performed by testing lab.
Result: Select the result matching the lab report.
Name of COVID-19 Assay (if available): Transcribe commercial assay name from lab report, if available.
(If positive) Outcome: Choose from the following options -
Recovered or Resolved: Patient has fully recovered and exhibits no symptoms.
Recovered or Resolved with Sequelae: Patient has fully recovered but still experiences some
symptoms (i.e. “long COVID").
Fatal: Patientis deceased as a result of their COVID-19 infection.
Unknown: The state of the patient’s recovery is unknown.
(If positive) Therapy: Transcribe therapy, if prescribed, from the patient’s medical record.

COVID-19 Related Study Interruptions

Requirements: None
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Description: This form records all interruptions to the patient’s protocol visits, labs, treatments, or
assessments due to COVID-19.

Subject
Page: COVID-19 Related Study Interruptions - COVID-19 (1) B

3 COVID-19 (1)
[& COVID-19 Testing
[} COVID-19 Related Stud)

Intermupti Did the participant have any delayed or missed protocol visits, labs, or assessments for any reasen related to COVID-19
E Cn;\;:\g};ugﬂ; lated (diagnasis, travel restrictions. participant or physician decision, etc)? @ves ONe Q F W
19 Relate —ly

Withdrawals SR——— e S . Brief summary/justification of | Was CIRB ;o o 0. k‘fgf,‘g; ffyes. Date Comment (e.g. location
v e deviation notified? | Yo% 2 U of specimens, etc)
notifled?
‘CRF History Local IRE not
-CovID-19 131 Jan v]|[2022 Missed Study Visit ~ No v ~ No v - potified o= [
Related Sy iomaptons | 1| 21— Jlen 2022 ] | ] | I [ | — I — ey PO R
o sl1 patients
- COVID-19 . . ¥
Testing Add a new Log ine Inactivate
Printable Version View PDF Icon Key =
CRF ersn 874 Poge Gereated 30 May 2122 1455 84 Easem Dayigh Tme

After saving, the form will create a log line. To edit the entries, use the Edit pencil to the right of the log
line. To add entries, click Add a New Log line.

3 COVID-19 (1)

[& COVID-19 Testing g:;f.céo;nw R:aled Study Interruptions - COVID-19 (1) B
B ﬁ‘toa‘r’r'fh‘ié’nge'am S Dig the partcipant hav any dslayed or missed protocol visits, Iabs, or asssssments for any rsason related to COVID-19 - olls
B COVID.15 Releted (diagnosi, tavel reticins,partcpant or physician decision. elc)? - B ‘ ‘ ) ‘
; # |Dateof ordelay | Type | Brief su of deviation |Was CIRB notfied? _|Ifyes, Date | Was the local IRB notified? _|Ifyes, Date | Comment (e.g. location of etc) |
1 | 31Jan2022 | Missed Study Visit | State stay at home mandate in effect | No | | No | | Local IRB not natified as mandate applies to all patients | @8
CRF History | - Inactivate
AL e A —

Fields

Did the participant have any delayed or missed protocol visits, labs, or assessments for any
reason .... If the patient experienced any deviation from the scheduled events of the protocol answer
Yes and proceed to complete an entry in the log below, starting with the date. If not, select No.

Date of interruption or delay: Date of protocol deviation.

Type: Select the most appropriate type of deviation from the drop down menu.

Brief summary/justification of deviation: Provide a summary of protocol deviation.

Was CIRB notified?: If the Central IRB is notified of protocol deviation, enter yes. Otherwise, select No.
If yes, Date: Date CIRB was notified.

Was the local IRB notified?: If your site’s local IRB is notified of protocol deviation, enter yes. Otherwise,
select No.

If yes, Date: Date local IRB was notified.

Comment (e.g. location of specimens, etc.): Enter any comments relating to the study interruption.
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COVID-19 Related Withdrawals

Requirements: None

Description: This form records the patient’s withdrawal from protocol treatment, the study, and/or their
consent for specimen use.

_ 2 | (110404 #2.Chty of Hape Comprehensive Cancer Center| @, "M~ "5COVID-19 (1)| ) COVID-19 Related Withdrawals _

5 COVID-15 (1) Subject: ] 5
B COVID-19 Testing Page: COVID-19 Related Withdrawals - COVID-19 (1)

[ COVID-19 Related Stud REMINDER: The Off Treatment. Off Study and/or Specimen Use Consent forms must be entered if the participant has withdrawn due to any reason related to COVID-19.

Interruptions Did the participant withdraw from protocal treatment for any reason related
[ COVID-19 Related to COVID-18 (diagnosis, travel restrictions, participant or physician decision, - @Yes ONo O F H
Withdrawals etc.)?
Off Treatment Date 15 Feb ~|[2022 [
T | | I | O
Mot W;é €ovID-19 Reason O Diagnosis of COVID-19
Sated T r;\:)‘:'ISD 19 O Travel Restrictions
Related Study Interruptions ® Participant Dacision (O3 |
_COVID-19 @] Physician Decision
Testing O Other
If Other, specify | [N A"
Did the participant withdraw from the study for any reason related to COVID- —
19 (diagnosis, travel restrictions, participant or physician decision, etc.)? ®ves ONo O 7 B
Off Study Date [15  |[Feb~][2022 | O ¢ ®
Reason © Diagnosis of COVID-19

(O Travel Restrictions
® Participant Decision [l
O Physician Decision

O Other
If Other, specify | [ONA |
Did the participant withdraw consent for use of any study specimen for any .
reason related to COVID-19 (diagnosis, travel restrictions, participant or OvYes @Ne O 7 B
physician decision, etc.)?
Date of Withdrawal | H VH | [oNA |
(If Yes), Primary Reason for Withdrawing consent for specimen use for O Diagnosis of COVID-19
research on Study g
O Participant Decision O ¢l
O Other
If Other, specify | [N A |
Printable Version View PDF  lcon Key —-
CRF Version 4574 - Page Generated: 20 May 2022 15:14:06 Eastem Daylight Time

Fields

Did the participant withdraw from protocol treatment ... :[f the patient has withdrawn from the
assigned protocol treatment for any reason associated with the Covid-19 pandemic, select Yes. If not,
select No.
If yes: Off Treatment Date: Date the patient discontinued assigned treatment.
Reason: Select most appropriate reason patient withdrew from treatment. If none apply, select
Other.
If Other, specify: Provide a brief description of the reason patient withdrew from treatment.
Did the participant withdraw from the study ...: If the patient has withdrawn from the protocol for any
reason associated with the Covid-19 pandemic, select Yes. If not, select No.
If yes: Off Study Date: Date the patient informed the site they wish to withdraw from the study.
Reason: Select most appropriate reason patient withdrew from the study. If none apply, select
Other.
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If Other, specify: Provide a brief description of the reason patient withdrew from the study.
Did the participant withdraw consent for use of any study specimen ... : If the patient has
withdrawn their consent to use specimens collected on study for any reason associated with the Covid-19
pandemic, select Yes. If not, select No.
If yes: Date of Withdrawal: Date the patient notified the site of their withdrawal of consent.
(If Yes), Primary Reason: Select most appropriate reason patient withdrew consent for specimen
use. If none apply, select Other.
If Other, specify: Provide a brief description of the reason patient withdrew consent for
specimen use.
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