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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:

Gz L SAMSSO
1. Go to the following URL: e

) all devices and stor ed to this network or to 2

https://www.ctsu.org/public/default login.aspx
2. Under the buttons, click Request New
Account. This will take you to the CTEP-IAM
page.
3. Follow the prompts to enter the required
identifying information for your account.
Choose the Associate Plus application

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

hours. S MEDIDATA b
5. After receiving the CTEP-IAM 2 2S 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 Usemame Your company emai
and Credential Repository (RCR) to I

Password

complete your registration.

LN\
6. After these steps are completed,
g0 to the following URL: [ e ]
https://login.imedidata.com/login | B | | setectyour poretor dentiy provicer |

7. Click on Sign in with SSO
8. Click on Select your Portal or Identity Provider
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9. From the menu, choose CTEP-IAM IdP.

10. Click Select Portal or Identity Provider (IdP)
11. Login with your CTEP-IAM username and password on the == &
resulting screen. Celgene 10

Cincinnati Children’s Hospital IDP

Cook - IdP

Terms v
CTEP-IAM IdP
Copyri¢ ny

Logging in through CTSU

1. Go to the following URL: https://www.ctsu.org/Public/Default.aspx

2. Click Login.

3. Atthe login page, enter your CTEP-IAM Username and Password

4. Click I agree and logon.

5. Go to the Data Management menu. TS ottt g coras gt

6. Click Rave Home. e
c@ ‘mm”w&‘w&ﬁ 3 | Home | Contact | Feedback |%sne.|ggw

e/ COVID-19 Info Page  Welcor ‘our password will expire in 68 days. Search fo Go!

Home

Protocols ELLLEEIGI Regulatoryy  OPEN MEIE] Manageme&t' m

Patients

ing & 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
071701, AO7180L CCTG Cor7. NRG-BNG0S, and NR¢  DQP Form Status

DQP Reports »
Upcoming AE Integration Webinar: Removal of Direct R

Current role in Rave

asent information on study design, eligibility, and potential logistical issues for protocols
dditional details and to obtain registration information.

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.

. . B iMedidata [ Messages My Profile % Help @it 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

Histology and
Disease form

All Specimens
folder

Green = forms to be
completed by site

Blue = PDF documents
generated by site

Orange = Data provided by
Receiving lab, no data entry by
collecting site
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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 [ iMedidata 1 Messages [, MyProfile % Help f) Home [ Logout
ONCOLOGY

User: r (Clinical Research Associate)

2 ] () CDASH Seed _“;&Theradexl ) MM001—1105AI Enmﬂment[ [ Histology and Disease

Enroliment
) Saved

[& Histology and Disease Subject: MM0O01-1105A :
[ Enroliment Page: Histology and Disease - Enroliment &

[5) Administrative Enrollmer| Disease Stage Stage0 & 7 W
[ Patient Eiigibiity Tumor Grade Poorly Differentiated (& § 1
W SnoMed Disease Term/Code Acinar Cell Carcinoma = 45410002 (& ¢ ®
Histology/Cytopathology Histology® & # ®
Initial Diagnosis Date @ 12Mar2020 & 7 W
Date of Confirmation of Histology 15Mar2020 & 7 B

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 possible to avoid adversely impacting Rave EDC per

# |Report Type | Report Upload |
1] | VIR

Add anew Log line Inactivate

Printable Version View PDF Icon Key
CRF Version 3666 - Page Generated: 05 Nov 2020 1157:38 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+l
Kidney Oncocytoma = 2545922006

Kidney Wilms Tumor = 25081006

Kidney Wilms Tumor = 302849000

e If you double-click into the field an alphabetical search list populates.

C )
o e
nase Chronic Myelogenous Leukemia, BCR-ABL1 Positive = 413 3
Acinar rcinoma = 45410002
ACTH-Prod Pituitary Gland Adenoma = 21109002

ACTH-Producil ituitary Gland Adenoma = 254858004

Actinic (Solar) Keralgi Number;
Actinic {Solar) Kerat e
Acute Basophilic Leuke 307592006 y

Acute Basophilic Leukemia 077002 Of p a g e S

Acute Bilingal Leukemia = 128
Acute Bilineal Leukemia = 45091

Navigation
buttons;)

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.

¢ 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 PPI 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.).

e 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.

e THTR0EY DEV

I - T

Tabjwithithe

5 Lesion Evaluations
) Logs: VS - Preg - CM
-TR

Physical Exam
[ All Specimens
5 PK/PD/PG

9 Lab: Hematology

5 Lab: Blood Chem -
Hepatic

(5 Lab: Blood Chem - Re

(5 Lab: Chemistry -
Pancreatic/Thyroid &
Cardiac

5 Lab: Other Serum Cht
(5 Lab: Red Blood Cells
(5 Lab: Creatinine Clear:
5 Lab: Urinalysis

(3 Lab: Other Urinalysis
(5 Lab: Literal

4 Lab: Unanticipated
3 Lab: Bone Marrow

|

Add Event

CRF Version 366 e Generated: 09 Nov 2020 15:57:56 Eastemn Standard Time

Clickihere

S5 MM001-1105A Grid View

(8 Envoliment participant:|D

Aac t e

ommen

9 Baseline | visit |Date 7 Task Summary: Subject Pages

9 Genetic Markers | | B A: (P;DHCUanormanl Data org

5 Tumor Serology > (2) Open Queries o8
> (©) Overdue Data o8

[ ivedidata [0 Messages My Profile % Help {4 Home [2) Logout
User: Melissa Mineo Medidata Rave Programmer (Clinical Research Associate)

Specimen Consent form

Complete the Specimen Consent form as required for your study.

3 All Specimens
[ Specimen Consent

[ Specimen Tracking
Enrollment

[ Print Labels
[£) Tracking Contacts

i IL]1D404I@CW of Hope Comprehensive Cancer Centerl £

Subject: I
Page: Sp 1 Consent - All Specimen

First logline is required prior to the first specimen collection.

Additional loglines need only be added if consent changes.

CRF History " " N . .

( Email STS.Support@theradex.com for assistance with specimen tracking.
( % Currently viewing line 1 of 1

( Click here to return to "Complete View".

Consent Consent Date

© Theradex Oncology

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 permission 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

Histology and Disease form must be completed before any specimen data can be entered.

e

[EN

Apply to Record (0)

®Yes ONo OMNotApplicable O F B

@ Yes ONo O MNotApplicable (O # &l
®Yes ONo OMNotApplicable O F B

OYes ONo @ NotApplicable O 7 Bl

| Jor=

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
[% Specimen Consent

[} Specimen Tracking
Enrollment

Print Labels
[} Tracking Contacts

Saved
Subject u
Page: Specimen Consent - All Specimens

Histology and Disease form must be completed before any specimen data can be entered.

First logline is required prior to the first specimen collection.

B#

ERGlisay Additional loglines need only be added if consent changes.
H == Email STS.Support@theradex.com for assistance with specimen tracking.
u X -
1 |31 Mar 2022 Yes Yes Yes Not Applicable _ ‘ (v
I
Pi DF lcon Key
CRF Version 4574 - Page Generaled: 11 Jul 2022 14:49.04 Eastem 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.
© Theradex Oncology Page 9 STS User Guide 5



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.

a O] = = | Syt ) okt Spcinn oo [

Subject: s
Page: Solicited Specimen Checklist - All Specimens )

Collection Tub Reason f Date of
# Sub Group Timepoint Category Type oliection fube Mandatory/Optional Completed £ason for non- Specimen
Type compliance Collaction
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 0
enrollment) issue Collection
SG1'D Cycle 1 Day 1 (Dose Escalation
3 - Lose and Dose Expansion)-Before  © Blood Serum SST Gold Top | Mandatory TApr2022 | &
escalation Tyt
SG1:D Cycle 1 Day 1 (Dose Escalation
4 escallati?;e and Dose Expansion)-End of  © Blood Serum S5ST Gold Top | Mandatory v 07 Apr2022 | G
Infusion
SG1:D Cycle 1 Day 1 (Dose Escalation
5 escallali?;e and Dose Expansion)-4hr after < Blood Serum SST Gold Top | Mandatory vl 07 Apr2022 | &G
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

u Ensure the Histology and Disease form in the Enroliment folder is complete
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.

I fx I (J)CDASH Seed I #:National Institutes of Health Clinical Cemar[ S MD004-0123 [ Al Specimens[ [5] Specimen Tracking Enml\ment_

ubject: MD004-0123

S o
Page i Tracking E - All Speci

& s

CDASHIG 2.0

Email $TS.Support@theradex.com for assistance with specimen tracking.

I Primary Diagnosis Disease Group

Lymphoma, Miscellansous % 6‘k|

SnoMed Disease Term/Code Lymphema = 118600007 & & &

# |Timepoint |Specimen category Specimen Type | Block Number | Type oftissue | Surgical Path ID | Number of labels  |Report |Report

Baseline | Blood Plasma _ _ _ 2 _ _ %1%

“| CDASH Seed-JBIOKL83-1 =

Baseline | Blood Plasma _ _ _ 3 _ _ 1%/ 1% |1° | CDASH Seed-J890KL83-2 =
Baseline | Formalin Fixed Paraffin Embedded Tissue FFPE Block 44893 Primary 3K9095.L01 2 _ _ 1%/1® [1® | CDASH Seed-J890KL83-3 P-44893-3K9099.L01°
Add a new Log line Inac{ivate
Printablejilysion View PD*DH Ke:

CRF Versiof8534 - Page GeneratefD8 Jul 2021 11:22:44 Eastern Daylight Time IE

o

2
i
[

N

w

(<I<N<]

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).

© Theradex Oncology Page 11 STS User Guide 5



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.

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.

© Theradex Oncology Page 12 STS User Guide 5



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.

(7 ») THERADEX

n adidaty 0 Messbges Lh My Profile 5 Help 5} Home ;q Logout
f

|3 All Specimens Saved e
@ Specimen (1) —,

Subject s . ahe | O e
(3 Specimen (2) Page. Specimen Tr '
[) Specimen Consent Email STS.S Clickihere #Z(D
[& Specimen Tracking Primary Diagno
Enrofiment

[ Pont Labels s | a PDF which can then be sent to vour orinter
rackig Conacam (Clickihere

" (CRA Specimen Tracking

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 [ iMedidats 1 Messages My Profile 9 Help @1 Home [ Logout

User: Melissa Mineo Medidata Rave Programmer (Power User)

ONCOLOGY

o IOCDASH Seed I 2 Theradex I £ MMOD1-1105A I ) All Spacimens [ [5) Print Labels

(= All Specimens

5 Specimen (1) 21 Oct 20:
" Blood Subject: MM001-1105A

Page: Print Labels - All Specimens.

% Specimen (2) 01 Nov 20
Blood

[2 Specimen Consent CDASHIG 20
[3 Solicited Specimen } i ; ) )
Checklist Labels will be delivered to your email address as a PDF which can then be sent to your printer.
) Eﬁ,enﬁ"':q::.nmmg For a standard printer, use this product. These labels are 0.5 inches high and 1.28” wide.
[B 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 ( ) os@ =]
CREF History
MO0 1-11054 - Print If you have previously used this form, please click the edit pencil to the right to specify a timepoint.
Labels Available Protocol
MMO01-1105A - Specimen Timepoints [ <] ©0r& =]
Consent
MM001-1109A - Print « Ifthe 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 « Ifyou 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
. . ) - NI . . P
Specimen Enrollment Logline | Universal Participant Protocol Protocol TimePoint Coded | Specimen Specimen | Relevant How many ! !
# Number ID SpecimenID 5 opoint alue Category Type Codes labels? (a':’l‘n‘l'x‘gg)’ e ERER
1)1 CDASH Seed- | gaggiing BASELINE Blood Blood - 2 ] osa [m]
2|2 CPASHSe2d | el 1Day 15 | C1D15 Blood Blood - 3 ] os@ ]

Printable Version View PDF lcon Ke

Y
CRF Version 3685 - 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 IOCDASH Seed l PeTheradex l 2 MM001-1105A [ Al Specimens [ [ Print Labels

3 All Specimens

: Subject: MMO001-1105A
g Specimen (1) 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 p

Available
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

U " THERADEX DEV A Mecidata [ Messages [ My Profle 9§ Help @) Home
../ User: Melizsa Mineo Medidata Rave Programmer (Cinical Rese
_ l..) ”jcmsu Seed | l;{‘memuul LE Mmm-nmlhm Specimens | |: Print Labels
All Spec
3 e Subject: MMO-11054 .
(3 Specimen (1) Ezge- Print Labels - All Specimens B
[& Specimen Consent
@ Solicited Specimen Labels will be delivered to your email address as a PDF which can then be sent to your printer.
necklist

{5 Spacimen Trasking For a standard printer, use this product. These labels are 0.5 inches high and 1.28" wide.

Enroliment
[y Prire Latats Lakel Layout is @ 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™.
[& Tracking Contacss Lavel Layout Witk Ibals per page v O/H
If you hawe previously used this form, please click the edit pencil to the right to specify a timepoint.
CRF History Available Protocel Timepoints I=] O¢H
MMO01-11054 - Print _ [Baseline _ i _ _ ]
Labels = | the number of labels you nesd 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.
MNZO 111054 - Spac s I 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
Conzent pecimen either select the protocol timepoint above or click any of the checkboxes below, then save the form.
Specimen Enrollment Logline | Universal - Protocol Protocol TimePaint Coded | Specimen Specimen | Rlevant Hosw many - 2
® flumesr Famizgant ID Specimen D mopoint Mals Category Type Codes 1zbeis? e
llowed)
11 COASH Baseline BASELINE Blood Blood - 3 o O/H
Seed—1
Printsble Version View PDF | {3

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.

© Theradex Oncology Page 15
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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. Return to the participant’s main screen

2. Inthe Reports menu click on Specimen Labels [protocol number] link

,y THERADEX

EE

[ Meckiats [ Messages [ My Frofle @ Help @ Home Y Logaut
User:

Icon Key

CRF Varsion 2672 - Paga Genarstedt 30 Jan 3020 135453 Easter Stans

rinalysis

b: Respiratory Funct
b: Urinalyeis

9 Cff Study

[ Followlp 08 Aug 2019

@ NCI Reporiing

(3 Hidden Labels

3 Envoliment Forms [ subject Enroliment
E Em TE:' Visit Date 7 Task Summary: Subject
= ;::Er:: : 3 [Enroliment 01 Jan 2018 B
(9 Genetic Markars (1) |Bseine 01 Jan 2019 B> db NanConformant Data
3 Biomarkers 3 |Course 01- 07 Jan 2018 D1 Jan 2018 B @ Open Queries
[ Lesion Evalustions 3 | Course 02- 20 Jan 2018 20 Jan 2018 B @ Ansuesed Queries
[ Logs: CM - TR - /5 - S| (3 | Course 03- 28 Feb 2010 26 Feb 2010 ::AS"WN‘“E:
quiring Review
Fhysicsl B Course 04- 28 Mar 2010 26 Mar 2010

5 Fhysics Bxam 5 |Courez ar o bt~ el
@ Al Specimens 3 | Course 05 - 23 Apr 2018 23 Apr 2019 > ) Ouerdue Dat=
% Course 01 - 01 .Jan 2018 5 | Course 08 - 23 May 2019 23 May 2019 > @ Ready for Data Lock
8 Course 62 - 20 Jan 201 ¥ n
[ Course 03 - 26 Feb 201 B> (@ Cance! Queries
3 Course 04 - 26 Mar 201
[ Course 06 - 22 Apr 2019
(5 Course 03 - 23 May 201

AddEverts © Disatied ® Enatied

AddBvert [ ¥)

Click here- can also select at the site level (below the list of participants)

l [5 Specimen Labeis for 10302 - On per page )

Grid View

Sutject Administrabon

Subject Shanng
Pages

org

1. 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
2. Click Submit Report.

Apply labels to the specimen(s), and hand write the date (if not present) and optional time on the label.

UAT

Submit Report

Report Parameters
Study: ®10302 | UAT
Site Group: B'\World+
Sites: ®Rutgers Cancer Institue of New Jersey
Subjects: & HJOGE TN
Timepoint(s): =

[ All_TimePoints
) Archival

| Baseling

I

| i

| Collection Date(s): ®)

T p—
al IL) 10302 —-— —-— - - - [ 1% Specimen Labels for 10302 - One per page

n Medidatz [0 Messages @ My Profile 9% Help  fii Home a Legout
User:
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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 Enroliment log line.
I 1 | (JEDASH Seed| 52National Instiutes of Health Clinical Center | 2, MD004-0123 (= All Specimens | 5 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 8TS.Support@theradex.com for assistance with specimen tracking

Logline Number 1 &wd
Universal Participant ID JB90KLE3 @& @
Specimen ID CDASH Seed-J890KL83-1 @ % &

Site of Disease Lymph Node @ % @

Primary Diagnosis Disease Group Lymphoma, Miscellaneous @ % &
Assessment Timepoint Baseline @ W &
Date of Specimen Collection 14Aug2020 & 5 &1
Time of Specimen Collection 1034 G @
Specimen Category Blood @ ¥ &
Specimen Typs Plasma @ % @

For Fresh or Frozen Tissue in Media, specify media type
Media Type @ra

Fine Needle Aspiration [V

For Collection Tube Typs: Liguid specimens only

Collection Tube Type (i Q@
Slide Prep Type Grd
Number of charged slides [V
Number of uncharged slides [VEET
Number of containers used for collection 2 @@

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 ora

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 3 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 drew, but 2~ () § &
different specimens]. y

# | Processing Laboratory Name Biospecimen Test Name Start Date Start Time
d - - - (o]

Add a new Log fine Inactivaie
Printable Version View PDF lcon Key
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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.

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.

U./ THERADEX DEv u;zvl:‘v::” aata

Specimen (1) 21 Oct 200
2 Hwill ‘Subject: MMOD1-1105A
Fage: Shipping Status - Specimen (1) 21 Got 2020 Blood

[ Specimen Transmittal N ~ 5
Email 5TS.Support@theradex.com for assistance with specimen tracking.

[ Cegy Shipping
[& Shipping Status

1 [ Receiving Staus

[ Biopsy Pathaiogy
Verfication and

darn [ Messages [y My Profie @ velp
issa Mineo Medidata Rave Programmer (Cir

-
B e e e e

Do not ship the specimen until all queries that appear when a new logline is entered are resolved.

Specimen D Sesd-
Azsessment :D - COASHSesd-1 @ % W
mments from Sendr
CRF History e [Tracki o — e . — = - . = <
e — s_ | Gourier | Tracking Numbar |Sourze | Senders bame | Senders Teleghans | Senders Ems | Mumber Sent | Shipping Canditions |ShippedDate  |Desination  |Moticesentto | Emad Aler?)
atus

B

MMOD1-11054 - Specimen | _
Tranzmil s
MMOT1-11054 - Specimen
Cansent

MMOD1-11054 - Histology

MMOD1-11054, -

| o)
N/

g e Clicksthe editipencilito
open rowAl

=) THERADEX DEV

ONCOLOGY

2 [()CDASH Seed | 2 Theradex | 2 MM001-1105A | 5 All Specimens | 5 Specimen (1) 21 Oct 2020 Blood] [ Shipping Stetus

(3 Specimen (1) 21 Oct 20:
Blood Subject: MM001-1105A

3 Specimen Transminal | 202 Shipping Status - Specimen (1) 21 Oct 2020 Blood

[ Copy Shipping Email STS. t@ther: com for i with i tracking.

[ Shipping Status

[& Receiving Status

[ Biopsy Pathology
Verification and
Assessment

Specimen ID

CRF History Comments from Sender

HIMOO1-11054 - Stipping
tatus .

MMO01-11054 - Specimen

Transmittal

MMOO1-11054 - Specimen

Consent Shipping Tracking Number +

Currently viewing line 1 of 1
Click here to return to "Complete View".

Courier Name

Do not ship the specimen until all queries that appear when a new logline is entered are resolved.

essages [B My Profie @ Help i Home [ Logout
User: Melissa Mineo Medidata Rave Programmer (Clinical Research Associate)

CDASH Seed—1 & % W

[ Jors

Aopl toRseord ()

[ v])orn

and Disease Shipping Source

MMO01-1105A - Histology
MMO01-1105A -

! ()

()

Administrative Enrolment

Sender's Name (as per CTEP-IAM account) T
MMO01-1105A - Specimen

' orn

Transmittal Sender’s Telephone Number
1MMO01-1105A - Specimen
Tracking Enrollment
MMO001-1105A - Print
Labels

Sender's Email Address

Number of Samples Sent
Shipping Conditions

Shipped Date

L Jorw

[ Jorm

[ ] O¢®E
~ QFH

Destination
Notice sent to

[~
()

Send Email Alert [2

Printable Version View PDF lcon Key
CRF Version 3666 - Page Generated: 11 Nov 2020 10°52:06 Eastem Standard Time

O QO¢H

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.

1. Return to the All Specimens folder and click on the e e R e e o v
folder for the next specimen in the shipment.
2. Confirm the Specimen Transmittal form is complete.
3. Click on Copy Shipping.
4. Click the edit pencil in the top right-hand corner. e
5. Select Tracking numbers radio button. Older versions e
onIy have a CheCkbOX. Tracking Nuribers From the Curent Particpant® & | B
6. Click Save. Lo
7. Find the tracking number in list. The user can sort the —

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.

ben (2) 11 Nov 2020 Binad |

[8 Specimen i) 18 Mar 20,

E Feadh Tridees i Mbdia
lorm will not be on this form until you refresh the table by selecting one of the radio buttons and save the form. |_1, Specuamian Tt T
Cagy Shipsiag
bers, select one p— = b Senders Telaphase  Senders E ripoing Comdtrm | Shipped Do Detinaton
ed this form, you 3 Shipging Sistu 12
encil to the right. ! 'I "| E ohrang oo Pach 18Mar 221 | EET Blobark
b ey Sl

betwesn pages. clicking I3 P.Mp'l.r F'J!"\-:H-gu
Varfcalion aad

this paga.

i the tracking number
ot the same time.

orm
8
LITEITT, 2Lt
L\ (B8 Biageiny Plagert
9 =
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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.

© Theradex Oncology Page 21 STS User Guide 5



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 print icon 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 >®
N >0Q
|
H B
|
H B
H B
H B
age == = Page 1of1 = ==
Icon Key

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}t UAT
I ] 0 voron oo 5 ey

e Third, click; Submit. Report
Au MSM.- — s

Mde Aux Soudes Repon Par srrwtery
Stady: #0029 | AT
She Growp: »Wonoe
Sieen: M D Asdenscn Cancer Cactet
fmwwamnuunam

i ) All_Below_Tracking Numbers
First, :llck lh:;I
arrow o see, 0000 111122223333

tracking numbers 111530802200
33333300
Second, select the 51971068451 35 341
appfopnaio TT77 66665555 44448
trackmg numbor — | L $050-3235-52114301
. "
T fiom this st 9992220 4044 11 Note there may be
G300 11 maore than one’
———— et
[T ot ] page_ chock at the,
test$0 bottom  of | :ho st
[ — T
& o Track % Ol = W plter B [T e - 8 Ouling
RS
=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
Coomer  Enghulh [utad Sisim) Shipping Date T 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 ;:D?m:b;:r;;ﬂ; :r‘:"v“
Lo a0 Lyl L Nk ]
Last mociiect ;2":9!" 000 1rL545 P eeTTER—
Lot e [hEvetomE] Ve P By e hm e e fenma e LI
B AR OEE - AT - 18 E=pwnind Tre F——
Duradp o FEEE B
orevous reas: 1
| = Pewwmant fmesm

NOTES:

If the shipment includes specimens from multiple participants, the Shipping List will have a
separate page for each participant.

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.

Double check that the specimen ID and the specimen type on the container matches the line item
on the Shipping List.

The number sent on the shipping list must correspond to the number of that specific sample that
are packed in the box.

If any 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

10404

Protocol:

Site: 3
Shipping Date: ™ B1 Mar2022
1123456

Tracking Number:

Protocol-Patient ID imePo atego

l

ity of Hope Comprehensive Cancer Center

3 Contact Info: Andrew Lohrum

-

alohrum@theradex.com

a hardcopy of the pathology and any other relevant report in the shipment.

ample Site ollection Date : omments

e ssue 1
3 Processed Date/Time 2

| Line #in Specimen
Tracking Enroliment

* On NCICOVID and new studies going forward,
Tube Type is recorded on Specimen Tracking
Enrollment. Otherwise, Specimen Transmittal form

. D b pe €3

10404-CA043-0007 Baseline (ctDNA) Formalin Fixed Paraffin rimary Lung 15 Feb 202213:15
Embedded Tissue

3B186BK3 N/A
FFPE Block

10404-38186

a N/A

10404-CAD43-000 Baseline (ctDNA) Blood General blood draw 15 Feb 202213:15

3B186BK3 Plasma N/A

10404-381868K N/A

1 - Specimen Tracking Enrollment

2 - Specimen Transmittal
3 - Shipping Status
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Adverse Events in Specimen Collection

Adverse events
within the STS.

that occur as a result of specimen collection prior to treatment are recorded on forms
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-treatmen

_ e IO1D4D3I #-Dana-Farber/Harvard Cancer Centerl&l |

t Biopsy Adverse Event Presence

I Al Specimens[ [£) Pre-treatment Biopsy Adverse Event Presence _

3 All Specimens

3 Specimen (1) 12 Apr 202
Blood

[ Specimen (2) 1 Apr 2020

Formalin Fixed Core
Biopsy

= IFA
[£] Specimen Consent

[ Specimen Tracking
Enroliment

[% Print Labels
Solicited Specimen
hegk

Subject: [ =
Page: Pre-treatment Biopsy Adverse Event Presence - All Specimens

B

This form and the associated Adverse Events form should ONLY be used for AEs that occur as a result
of tissue biopsy specimens collected prior to the initiation of treatment.

Are there any pre-treatment adverse events related to protocol-

mandated biopsy collection? wmmm—r @ves One O F H
Printable Version View PDF lcon Key (TR
CRF Version 5683 - Page Generated: 06 Sep 2022 02:50:06 Eastern Daylight Time

| 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.

_ =& IO10403| #i-Dana-Farber/Harvard Cancer Centerl 2 m

s

3 All Specimens

3 Specimen (1) 12 Apr 2
Blood

3 Specimen (2) 1 Apr 20

Formalin Fixed Core
Biopsy

= IFA
[F] Specimen Consent

[ Specimen Tracking
Enrollment

[ Print Labels

Solicited Specimen
B p
Checklist

[ Pre-treatment Biopsy
Adverse Event Presen

Adverse Events

Expedited Reporting —
ion

Al Specimens[ [] Pre-treatment Biopsy Adverse Event Presence _

Saved
Subject: "L TR
Page: Pre-treatment Biopsy Adverse Event Presence - All Specimens

&7

This form and the associated Adverse Events form should ONLY be used for AEs that occur as a result
of tissue biopsy specimens collected prior to the initiation of treatment.

Are there any pre-treatment adverse events related to protocol-

mandated biopsy collection? Yes &5 H
Printable Version View PDF lcon Key
CRF Version 5683 - Page Generated: 06 Sep 2022 09:55:05 Eastern Daylight Time

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 Enroliment
and Specimen Transmittal before completing this form.

e e

Subject! N
ubject B

Page: Adverse Events - All Specimens

This form should only contain Adverse Events that occur as a result of tissue 0w
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 Gwun
* Start date of this courselcycle 25Mar2020 G ¥ B
* Start date of first course/cycle 25 Mar2020 @ ¥ ®
* Treatment assignment code Zone 1 DL1: Gemcitabine 175mg/m2 (Day 1 and 8) BAY 1895344 20mg twice daily (Days 2-3 and 9-10)° & ¥ &

REMINDER: Depending on your settings in Rave, this table may be paginated. If the options ars available, click on Paginate and sslect Show All Lines o 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 reperted as ongoing in the previous cycle are still ongoing. QsH
Adverse “Adverse :'9‘1[::‘: g o onen the og line S Disability C: i Other "‘:ﬁ;’:é What
# Event | VSN ouent TroTdn e empty field R”":‘Ed,.r o (initialor Lt Death,, O f]':“B':':h In"e““"‘.’" Senoss idored 15000 W8S Thorapy *AE | SAE report D"'fff“'“e Time itted )
i ! dose Numb . zone| by
(CTCAE | % I Damage |Defect Medical | 290 study Collection A
term 2 limitin,
) vs0) cycle? Events) | (miind,
R - Tt P PO M I - - - - - | - - - - - S - - 3
Add ane fine Inactivate

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

AE Comment[?] osH

Printable Version View PDF Icon Key

CRF Version 5583 - 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.

AP Py

* Course/Cycle # 0
* Start date of this course/cycle 25 Mar 2020
* Start date of first courselcycle 25 Mar 2020
* Treatment assignment code gowr:]e}i DL1: Gemcitabine 175mg/m2 (Day 1 and 8) BAY 1895344 20mg twice daily (Days 2-3 and

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 ongoing in the previous cycle are still ongoing. [N
ST Currently viewing line 1 of 1.
Click here to return to "Complete View" Al to Record O

Adverse Event (Verbatim term) sub dermsl pooling of | o ;g
blood st biopsy site

* Adverse eventterm (CTCAE v5.0) [Hematoma M orm
* MedDRA adverse event code (CTCAE v5.0) o
* Adverse event evaluated this cycle? Q|
CTCAE Grade 2 - OrH
Adverse event grade description Ou
Start Date O rH
End Date Iy Jors
Ongoing
Relationship to Study Treatment Qs H
]

Related to: [eNA ]

Speciman Correlation (if any) | (10403-EAD5JV02-2) Formalin Fixed Core Biopsy (1 Apr 2020) -] Or8
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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
lood

Formalin Fixed Core
Biopsy

= IFA

[ Specimen Consent

[ Specimen Tracking
Enrollment

[ Print Labels

[ Solicited Specimen
Checklist

[% Pre-treatment Biopsy

)

[ Expedited Reporting
Evaluation

(3 Specimen (1) 12 Apr 202
B

(3 Specimen (2) 1 Apr 202

Adverse Event Presence

Subject
Page: Adverse Events - All Specimens

B¢
This form should only contain Adverse Events that occur as
a result of tissue biopsy collection procedures carried out

O%H
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 Hus

* Start date of this courseicycle 25 Mar 2020 0 3|

* Start date of first coursel/cycle

* Treatment assignment code

25Mar2020 @ £ W
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
corner of the tab| tions are not available, you are already viewing the entire table.

*MedDRA PR— Was the
. P Disability Other What
Adverse | “Adverself adverse ' | crcag) Adverse jonshi SE [ Life or | Anomaly | Required | Serious | SYe™ laction was
# Event eventtern| event a event |Start FnelO a to Stud & c lati (initial or Threateni Death Birth N i tak ith
Verbatim| (CTCAE| code - grade |Date Date ~"9°'"d tO Stucy 0 Lomelation | polonged) |4 cAtening g ortl {impo! adose on W
( ) v50) || (CTCAE this bescription Treatment = Damage | Defect Medical fimiting study
£ 2 : ) ) 2
5.0) cycle? ? Events) toxicity? treatment?
2)
Sub (¢ e (10403-
Minimally
dermal 10019428 invasive |25 EADSIVO2] Not
PooINg | Hematom Vascular fives 2 evacuation | Mar Yes Unrelated MIFSELT |y No No | No No No No No ot
of blood disord, 2020~ Fixed Core Applicable
at biopsy Sanes or i Biopsy (1
site aepiraion 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: pm

determine if

frs ILj10403léﬁDana-FameﬂHawar\1 Cancer Cenlerl 2

|}
Page: Expedited Reporting Evaluation - All Specimens

ited reporting is r

@ 7

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

ded [QC017]

o]

Report ID

Opened To Site from System (06 Sep 2022)

) O 2N

i

Ol

Printable Version View PDF lcon Key
CRF Version 5683 - Page Generated: 06 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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B e s w B U [ REE] ) Expedted Raporing Evasn |

Form Instructions (71

A delay is expected when the safety system is called for AE evaluation.
Mote: Do not open more than one ticket per coursaicycle in CTEP-AERS. If more than one
report so both events are entered on the same ticket.

Send all AEs for evaluation

Recommanded report type

Repeort dus by

Feem Date

rsa event occurs this coursa/cycle, ame

s  CTEP 24 Howr SAE Netification

—

“ord

— CREATE &R
= xa

Gva

Wednssday, Janaary 5, 2022 @ % &
BaJanitzz1dasts @w @

Please see the Adverse Events form, under the Course section, in the Rave User Guide for more

information.
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