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Clinical Trials Training Course

Rodney Sutter, CCRP
Program Director, Therapeutic Studies
SWOG Data Operations Center
Seattle, WA




Goals of the CTTC

\

Introduce the fundamentals and expectations of
SWOG and National Cancer Institute (NCI)
policies and procedures to new CRAs.

lllustrate the process for protocol development,
data submission, specimen submission, SAE
reporting and audits.

Provide the foundation to efficiently perform
your responsibilities as a SWOG CRA.
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WEDNESDAY, APRIL 6

Agenda

Morning Session:

7:20-7:30
7:30-7:55
7:55-8:20
8:20-8:30
8:30-8:55
8:55-9:10
9:10-9:35
9:35-10:00
10:00-10:30
10:30-10:45
10:45-11:10
11:10-11:35
11:35-11:45
11:45-12:10

WEDNESDAY, APRIL 6

1:45-2:00
2:00-4:00

Introduction

Clinical Trials and Protocol Development

Data Submission
Patient Reported Outcomes

Reports & Tools to Support Quality Data

BREAK

Long Term Follow-Up
Adverse Event Reporting
Serious Adverse Events
BREAK

Audits/Quality Assurance
Specimen Tracking System
Tips for Specimen Submission
Scientific Impact of the CRA

Introduction to the Practicum
Practicum Session

Afternoon Session:

7:20a.m.—12:10p.m. (PT)

Rodney Sutter, CCRP
Dana Sparks, MAT
Tonya Johnson, BS
Monica Yee, BA, CCRP
Phyllis Goodman, MS

Connie Szczepanek, RN, BSN
Amy Johnson, BA, CCRP
Maggie Spillers, BSN, RN

Elaine Armstrong, MS
Hannah Hale, BS
Hannah Brown, BS
Michael LeBlanc, PhD

1:45p.m.=4:00p.m. (PT)

Christine Magner
Data Operations Center Staff
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NCI Communl ity Oncology
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ORP Manual

ORP (Oncology Research Professional)

A dally reference tool for CRAs/RNs

— Administrative and data management
resources, response assessment criteria
and forms completion guidelines.

Located on the CRA Workbench!

\

A\




CRA Workbench
® SW0G

Leading cancer research. Together.

Welcome to your Workbench!

# Hello Rodney Sutter!

Patient Management You are a web user for the following institutions:
OPEN Patient Registration SWOG Statistical Cir

SWOG - SWOG

SWOG-L - Southwest Oncology Group
Pre-Rave Data Submission WA139 - Cancer Research and Biostatistics

Specimen Tracking
SAE Reporting
Planned Unbhlinding

Rave Data Submission

Resources

s ORP

ORP Manual
Tools of the Trade Manual
Training

SWOG Group Meetings

SWOG QA/Audits
CTsSU Mem bers Page

Related Links

Join the CRA Mailing List!

Contact Us

CANCER
National Clinical Community Oncology
EE?EV%RRCKH NC Trials Network Ncl Research Program

X SWOG
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Tools of the Trade

¢ CTCAE

¢ Date Counter

¢ BSA Calculator

¢ Other LPO Contact List

¢ Specimen Shipment Labels

¢ Creatinine Clearance Calculator
¢ Best Practices for SWOG Studies
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¢ Expectation and IPR Reports
¢ Query Reports

SWOG Reports

\
A\

¢ Ineligible Patients Report
¢ SAEs for a Given Study

¢

¢
¢
¢

Registrations by Race and Sex
Registrations for a Given Date Range
Patients In Follow Up

Protocols with No Required Follow Up
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Training

TRAINING

Please take some time to review the online training opportunities noted below. To access
the tralmng mﬂdules JavaScrlpt must be enabled in your browser, and it must have the
il It does not, the program can install it for you. We suggest

CRA Clinical Trials Training_Course (CTTC)
Are you new to the Group and the nexigormal CTTC at the Group Meeting is far enough
way that you'd like to get started : We have created an online versic:n Df the training

from our Training Manager at the Operations Office. This course is perfect for a new CRA
as well as experienced members in the group in need of a refresher.

Medidata Rave: Getting_Started

A primer to what you can expect the first time you logon to Rave.

Medidata Rave Introduction

X SWOG

CANCER
RESEARCH
NETWORK

All SWOG studies that activated since April 1, 2012 require use of the Medidata Rave
application for online submission of the data. These slides were created to introduce new
members to Rave, and to explain how SWOG studies will operate in Rave. This
presentation is in addition to the formal training modules in Rave that CRAs will also be
required to take. Show the Comments pane in Adobe to view the speaker notes.

NCl Communl ity Oncology
Researcl h Program



Contact Us
s SWO G CRA Workbench

Leading cancer research. Together.

Welcome to your Workbench!

# Hello Rodney Sutter!
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SWoG akAuats Distribution Lists
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Related Links
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CANCER
National Clinical Community Oncology
EE?EV%RRCKH NC Trials Network Ncl Research Program
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Distribution Lists

breastquestion@crab.org
cancercontrolquestion@crab.org
giquestion@crab.org
guguestion@crab.org
leukemiaquestion@crab.org
lungquestion@crab.org
lymphomaquestion@crab.org
melanomaquestion@crab.org
myelomaquestion@crab.org
raretumors@crab.org

LungMAPquestion@crab.org




Distribution Lists

expectationreportquestion@crab.org
ctsucontact@westat.com
technicalquestion@crab.org

datamanagement@crab.org




CRA Workbench
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Leading cancer research. Together.
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CRA Evaluation Form

SWOG

CLINICAL TRIALS TRAINING COURSE EVALUATION
Spring 2022 — Seattle, WA

You must return a completed evaluation to receive your Cen"zr s | ‘ndance.

Please Note: Although some of our presenters are profes=9i ' ﬂ‘r volunteers

who are not. We appreciate all of our s eakers N ular workload.
Please be sure to let us know if co another issue that we could
have explained in a be® ppw™ improve and prepare for the next
course. Thar’ '

1) Evaluate the Clinics tent and presentation style
on a scale of 1-5.

Scale: 1 -Poor 4 —-Good 5 -Excellent

Content: the quality of the j tation: the manner in which the
presented (i.e. useable ormation was presented (i.e. clarity, flow,
relevant). duration).

1 2 3 4 5

X SWOG

CANCER
RESEARCH
NETWORK

2) Comments pertaining to particular presentations. Please be specific and write your
comments as clearly as possible.

NCI National Clinical
Trials Network

NCl Communl ity Oncology
Researcl h Program



Clinical Trials and Protocol Development

Dana Sparks, MAT

Director of Operations and Protocols
SWOG Operations Office
San Antonio, TX
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Clinical Trials Training Course

Spring 2022

CANCER
RESEARCH
HETWORE

a National Cancer Institute program

National Clinical
Trials Network

< SWO0G

Community Oncology
Research Program

A program of the National Cancer Institute
of the National Institutes of Health



Clinical Trials and Protocol
Development

Dana Sparks, M.A.T.

ASWOG i SWOG - CTTC
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Agenda

* Preclinical Background
* Types of Clinical Trials
* Protocol Development
* Key Protocol Sections
* Protocol Actions

ASWOG i SWOG - CTTC

N CI National Clinica
Trials Network

a Nationa | Cancer Institute program A program of the National Cancer Institute
ofthe N alth




Preclinical Background

CANCER

ASWOG i SWOG - CTTC

National Clinical
Trials Network

NC

a National Cancer Institute program

Community Oncology
Research Program

A program of the National Cancer Institute
of the National Institutes of Health



Types of Clinical Trials

CANCER

ASWOG i SWOG - CTTC

National Clinical
Trials Network

NC

a National Cancer Institute program

Community Oncology
Research Program

A program of the National Cancer Institute
of the National Institutes of Health



Phase |

Determine Maximum Tolerated Dose (MTD)

ASWOG i SWOG - CTTC




Phase Il

Tumor Response

ASWOG =5

SWOG- CTTC

National Clinical
Trials Network

NC

a National Cancer Institute program

Community Oncology
Research Program

A program of the National Cancer Institute
of the National Institutes of Health



Phase Il

New Treatment vs Standard Treatment

ASWOG i SWOG - CTTC




Protocol Development

CANCER

ASWOG i SWOG - CTTC

National Clinical
Trials Network

NC

a National Cancer Institute program

Community Oncology
Research Program

A program of the National Cancer Institute
of the National Institutes of Health



Protocol Development Process

Committee Chair Approves Concept

SWOG Executive Review

NCI Concept Review (Steering Committee)
n Protocol Written

Formal NCI (CTEP) Review
K T

A SWOG = SWOG - CTTC nica




Cooperative Group Phase 2

(and 1/2) Concepts OEWG Timeline

OEWG timeline for opening a trial to enrollment, for
Cooperative Group Phase 2 (and 1/2) Concepts:

Target timeline: 210 days
Absolute deadline: 450 days

National Cancer Institute

Cooperative Group Phase 2 (and 1/2) Concepts include the
following:

« Cooperative Group phase 2 (or 1/2) Concepls > 100 patients
not in response to a LOI mass solicitation.

Phase 2 concept approval stage: 60 days (Day 1 — 60)
Protocol authoring stage: 60 days (Day 60 - 120)

Protocol approval and open to enroliment: 90 days (Day 120 — 210)

(Please see timeline flowchart on next slide.)

w308 O Apr 2012

\ CAMZER
| | RESEARCH NCI National Clinical NCI Community Oncology
HETHTRE Trials Network Research Program
A pros r Institute
lealt]

a National Cancer Institute program




Srtage 1 Concept approval
Targer = &0 days

Initial Steering Consensus Review bl e e

Cormimiatbes review of arvd corferemce call L d,

pharmaceutical
thee Concept weith inwvestigators collat : ovad

Stage 2: Protocol submmission
Target = &0 days

HCl approval aned i
reeded Frotocol submission
pharmacewtical to the KNCI for review
collaborabor spproval

Stage 3 Protocel Approvel and Activarion
Targer = 20 days

Site finalization;
IRE approval, Final approval
condract and activation of
negotiations, the trial
FDA review, etc,

_Target for apaning trial o enrcliment is 210 calendar days |

HCI Review and Approval of the
conference call pretocod
ity document by the
investigators

‘i LB DL S

1\ CAMZER
| RESEARCH National Clinical Community Oncology
Z SWOG HETHTRE NC Trials Network NCI Research Program

a National Cancer Institute program

A program of the National Cancer Institute
of the National Institutes of Health



{ute

Phase 3 Concepts
OEWG Timeline

ar Inst

)

il

OEWG timeline foropening a trial to enrollment, for
Phase 3 Concepts:

E:

Target timeline: 300 days
Absolute deadline: 540 days

National

Phase 3 Concepts include the following:
= All Phase 3 Concepts.

Concept approval stage: 90 days (Day 1 — 90)
Frotocal authoring stage: 90 days (Day 90 — 180)
Protocol approval and open to enrollment: 120 days (Day 180 — 200)

(Please see flowchart timeline on next slide.)

"wrmion 3B H =grIfia

CHRCER
RESEARCH National Clinical Community Oncology
HETHTRE N C Trials Network NCI Research Program

< SWO0G

a National Cancer Institute program A program
of the




Stage 1: Concepf approval
Targer = 90 days

M| appraeval and if
nizn e,

etiad Steerng Consensus review
Commibles review of and conference call

c — th e thaabors pharma ce U tical

collaborator approval

Stage 20 Protocol sabrrission
Targer — 990 days

M approval and if
(i l=1 FProbetal subsmes sl

phanma ceutical b thee MCI fior reviesr
collaboralor approval

Stape 3 Protocold Approval and Acolivaliors
Targer — 120 days

Site finalization:

MNCI Review and Approvad of the IRE apprasal, Final apprawval

Submigsion of conference call protocol

the protecol o with Hecinmearit by Hhe contract and activatomn of

thee MICI e O bis Boars, the irial

nvestigaiors N Yy r———"

Target for opening tigd ro earadmenr & D00 calgndar days

armee 2.0 1 Spr 2

1\ CAMZER
| RESEARCH National Clinical Community Oncology
Z SWOG HETHTRE NC Trials Network NCI Research Program

a National Cancer Institute program

A program of the National Cancer Institute
of the National Institutes of Health



Key Protocol Sections

CANCER

ASWOG i SWOG - CTTC

National Clinical
Trials Network

NC

a National Cancer Institute program

Community Oncology
Research Program

A program of the National Cancer Institute
of the National Institutes of Health



Key Protocol Sections

\:
A

Schema

Section 5 — Eligibility Criteria

SWOG- CTTC




Key Protocol Sections

Section 7 — Treatment Plan

Section 8 — Toxicities/Dose
Modifications

SWOG- CTTC




Key Protocol Sections

\e
A

Section 9 — Calendar

Section 12 — Discipline Review

SWOG- CTTC




Key Protocol Sections

Section 14 — Data Submission
Schedule

Master Forms Set

SWOG- CTTC




Protocol Actions

CANCER

ASWOG i SWOG - CTTC

National Clinical
Trials Network

NC

a National Cancer Institute program

Community Oncology
Research Program

A program of the National Cancer Institute
of the National Institutes of Health



Protocol Actions

Activation Amendment Revision

Memorandum Temporary Permanent
Closure Closure

SWOG- CTTC




Home / Clinical Trials / S1500

$1500 SWOG clinical trial number Create a Saved List

A Randomized, Phase II Efficacy Assessment of S e
Multiple MET Kinase Inhibitors (Cabozantinib [NSC

#761968], Crizotinib [NSC #749005], Savolitinib [NSC ~ Pownload Documents
#785348], and Sunitinib [NSC #736511])in Metastatic =~ rureineMemersndem
Papillary Renal Carcinoma (PAPMET) HIPAA Authorization Form

Master Forms Set

Most Recent Update
Open Phase Abbreviated Title Phil: MET inhibitors for papillary RCC

['_‘ ‘ _“J Status Notes The study referenced above is open for participation effective Notifications

April 5, 2016 at 2:00 . Eastern Time.
b 2 i csailital Protocol & Model Consent Form [

Activated 04/05/2016
Revision #4 Consent Addendum
Participants ALL NATIONAL CLINICAL TRIALS NETWORK MEMBERS
41% $1500 Spanish Translated Consent
Study chair(s) Sumanta K. Pal, MD -
orm
Accrual Study Calendar
Most Recent Updates Archive -
Research committees Treatment Safety Reports
Genitourinary Cancer Sunitinib Cabozantinib Crizotinib Savolitinib Sunitinib

Cabozantinib

Crizotinib

z SWOG |mrx::n . . .
ey SWOG-CTTC NC| Brisohwiball NC| R

a National Cancer Institute program

A program of the National Cancer Institute
of the National Institutes of Health
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Eligibility Criteria -

Histologically or cytologically confirmed papillary histology renal cell carcinoma that is metastatic or locally
advanced disease not amenable to surgical resection. Measurable disease. Eval for tumor measurement within 28
days prior to reg. Bone scan if suspicion for bone mets. No cavitating pulmonary lesions. No tumor invading the GI
tract or evidence of endotracheal or endobronchial tumor within 28 days prior to reg. May have received prior
surgery. May have received up to one prior systemic therapy for advanced or metastatic renal cell carcinoma with
the exception of another VEGF inhibitor FDA-approved for advanced RCC. See Section 5.2.b for details. May have
received prior radiation therapy but must have measurable disease outside the radiation port. Must not be taking
strong CYP3A4 inhibitors, strong CYP3A4 inducers, potent inhibitors of CYP1A2, or drugs known to be CYP3A4
substrates with a narrow therapeutic range. Not recelving any other investigational agents. Within 28 days prior to
reg: complete physical exam and medical history; adequate hematologic function; adequate hepatic function;
adequate kidney function; echocardiogram; EKG; baseline urinalysis; electrolytes. Zubrod 0-1. No clinical evidence of
CHF at reg. No unstable angina pectoris, clinically significant cardiac arrhythmias, or stroke within 3 months prior to
reg. No myocardial infarction or thromboembolic event requiring anticoagulation with 6 months prior to reg. No
inadequately controlled hypertension, Must be able to take orals meds. No clinically-significant Gl bleeding within 6
months prior to reg. No Gl disorder that bears a high risk of perforation or fistula. No hemoptysis within 3 months
prior to reg. No signs of pulmonary hemorrhage within 3 months prior to reg. Imaging must not indicate the
presence of tumor invading or encasing any major blood vessels. Not pregnant or nursing. No combination
antiretroviral therapy. Must have tissue available and be willing to submit for central path review.

Publication Information -
2017

A randomized, phase |l efficacy assessment of multiple MET kinase inhibitors (Cabozantinib [NSC #761968],
crizotinib [NSC #749005], savolitinib [NSC #785348], and sunitinib [NSC #736511]) in metastatic papillary renal
carcinoma (PAPMET): SWOG 51500, NCT02761057

S Pal;C Tangen;IM Thompson;B Shuch;N Balzer-Haas;DJ George;M Stein;M Plets;P Lara J Clin Oncol 35, 2017 (supp!;
abstr TPS4599); American Society of Clinical Oncology Annual Meeting (June 2-6, 2017, Chicago, IL), poster session

SWOG- CTTC

Savolitinib

Reports & Approvals

ROS REPORT

TRIAL LOCATIONS

National Clinical
Trials Network

NC

a National Cancer Institute program

NCI Community Oncology
Research Program

A program of the National Cancer Institute
of the National Institutes of Health



National Clinical Trials Network
(NCTN)

https://ctep.cancer.gov/initiativesPrograms/nctn.htm

ASWOG i SWOG - CTTC



https://ctep.cancer.gov/initiativesPrograms/nctn.htm

NCTN

* ALLIANCE / Alliance for Clinical Trials in Oncology
 ECOG-ACRIN / ECOG-ACRIN Cancer Research Group
* NRG/ NRG Oncology

* SWOG /SWOG

e CCTG / Canadian Clinical Trials Group

* COG / Children's Oncology Group

ASWOG i SWOG - CTTC

N CI National Clinical
Trials Network




NCTN Network Structure

A SWOG

CANCER
RESEARCH
HETWORE

NCI National Clinical Trials Network Structure

LEGEND

G Centralined Funchons
& Centralired Insttutbonal Review Boarnd
+ Cancer Trials Support Unit
* imaging and Radiation Oncology Core
{IRDL) Group
* Commaon Data Management System
Central Hosting

) 30 Lead Academic Participating Sites
{LAFS)

@ Operations
& Stanistics & Data Management
Tissue Banks

M Member Sites

NC National Clinical
Trials Network

a National Cancer Institute program

NCI Community Oncology
Research Program

A program of the National Cancer Institute
of the National Institutes of Health



CTSU Website

http://www.ctsu.org

A SWOG

CANCER
RESEARCH
HETWORE

B Welcome to the CTSU Web... % || |

Cancer Trials Support Unit it e s on
A SERVICE OF THE NATIONAL CANCER INSTITUTE

Version: 6.10.5.0
Search for... Go!

IMPORTANT NOTICE

New Accrual Tracking:
Effective March 4, 2019, new accrual tables and charts are available on the CTSU website. For more information click here. (posted on 2/4/2013 9:39:20 AM)

Members

Need help?
Go to the login page.

IntSgration Res

Collaboration'
Research

CTSU Registration

Procedures

The CTSU Registration
Page contains detailed

information and links for

InveSﬁgatom i
3 < Purpose of the Cancer Trials Support Unit
Associates to obtain Ly pp

access to the CTSy The Cancer Trials Support Unit (CTSU) is a service of the National Cancer Institute (NCI) designed to facilitate access
Members' website. to NCI-funded clinical trials for qualified clinical sites and to support the management and conduct of those clinical
trials. CTSU Membership provides access to a wide range of information and support services for qualified
investigators and research staff. The CTSU Registration Page provides additional details regarding member access.
For those who are not CTSU Members this website provides a listing of active protocols that the CTSU supports along
The Protocol List contains with links to resources for additional information on NCI-funded clinical trials.

information on NCI = .
Clinical Trials including More about the Cancer Trials Support Unit

accrual information, and
provides links to study
abstracts and clinical
sites that have the trial

The NCI launched the CTSU in 1999 to streamline and harmonize support services for phase three Cooperative Group
cancer clinical trials funded by the NCI. Since that time the scope of the CTSU has expanded to include support of
multiple NCI-funded networks and clinical trials of all phases and types including cancer treatment, prevention and
control, advanced imaging and correlative science studies. The CTSU collaborates with the NCI and its funded

open. Rh 7 . § L i R
> organizations to develop and support operational processes and informatics solutions leading to cost-effective
. . solutions that reduce administrative burden on the clinical sites.
Pediatric MATCH
Under guidance of the NCI, the CTSU provides centralized services to support the following goals and objectives:
NCI-COG Pediatric a Earilitata inmvactinatar and racaarch ckaff narticinatinn in calartad NET multi-rantar nrnarame and thair clinical triale

National Clinical
Trials Network

Community Oncology
Research Program

SWOG- CTTC NC

a National Cancer Institute program

A program of the National Cancer Institute
of the National Institutes of Health


http://www.ctsu.org/

What Questions Do You Have?

CANCER

zz_:;it;écxu SWOG - C-I—I-C NC

a National Cancer Institute program

National Clinical
Trials Network

< SWO0G

Community Oncology
Research Program

A program of the National Cancer Institute
of the National Institutes of Health



Your Protocol Coordinators

CANCER
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a National Cancer Institute program

National Clinical
Trials Network

< SWO0G

Community Oncology
Research Program

A program of the National Cancer Institute
of the National Institutes of Health



N C National Clinical N C I Community Oncology

Trials Network Research Program

a National Cancer Institute program



Community Oncology
Research Program

N C National Clinical
Trials Network

a National Cancer Institute program p am of tional C I




Michelle Maxim

N C National Clinical N C I Community Oncology

Trials Network Research Program

a National Cancer Institute program



Patricia O’Kane

N C National Clinical N C I Community Oncology

Trials Network Research Program

a National Cancer Institute program



Mariah Norman

N C National Clinical N C I Community Oncology

Trials Network Research Program

a National Cancer Institute program



Laura Gildner

N C National Clinical
Trials Network

a National Cancer Institute program

N I Community Oncology
Research Program




N C National Clinical Community Oncology

Trials Network Research Program

a National Cancer Institute program




NC National Clinical NCI Community Oncology

Trials Network Research Program

a National Cancer Institute program



NC National Clinical NCI Community Oncology

Trials Network Research Program

a National Cancer Institute program
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Jennifer Beeler

N C National Clinical N C I Community Oncology

Trials Network Research Program

a National Cancer Institute program



Ta) Pereira

NC National Clinical NCI Community Oncology

Trials Network Research Program

a National Cancer Institute program



Sarah Cantu

N C I Community Oncology
Research Program

N C National Clinical
Trials Network

a National Cancer Institute program




NC National Clinical NCI Community Oncology
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a National Cancer Institute program A program of the National Cancer Institute
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NC National Clinical
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a National Cancer Institute program




Data Submission
Pre-Rave & Rave

TONYAJOHNSON
CLINICALRESEARCH DATA COORDINATOR
SWOG STATISTICS AND DATA MANAGEMENT CENTER (SDMC)




Overview

Pre-Rave: CRA Workbench
> Also known as Chart Manager or the Legacy System

> Used for studies activated prior to April 2012
> Currently in use for 19 SWOG studies

Rave
> Used for studies activated after April 2012

> Currently in use for 73 SWOG studies



Pre-Rave

CRA WORKBENCH




CRA Workbench: Overview

- Where to access the CRA Workbench

* How to look up patient charts

* How the forms are organized




% SWOG r——_

About TheSWOG Network News & Events  Clinical Trials [ Member Resources

Home [ Member Resources
Member Resources

Advocate Resources

BMT Facility List N[emb er Resources

Breast Cancer Commons

CRA Workbench Your place to get tools and information for SWOG Cancer Research
Sigital Engagement Network trials.

Hope Funding Opportunities TOO[S

Membership +

Oncology Research
Professionals

Clinical Trials - U U CRA Workbench -

Pharmaceutical 5ciences

Protocol Tracking Reports

SWOG Meetings -
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CRA Workbench: Access
ASWO0G

CRA Workbench Home

CAMCER

RESEARCH CRA Workbench
METWORK

Welcome to your Workbench!

* Hello Vicky Kiml

Patient Management You are a web user for the following institutions:
OPEN Patient Registration SWOG Statistical Ctr
SWOG - SWOG

Rave Data Submigsion

‘ IPre—Have Data Suhmissk:-nl

Specimen Tracking
SAE Reporting

What's New!




=Search by patient ID
number

*Generate a list of patients

“Filters

Lookup

Look up 1-4 specific patients

SWOG Patient Number(s):

Look up a list of patients by
one or more of the following:

Study Number:
$1007

CTEP Investigator ID:

To lookup a CTEP Investigator 1D,
go to www.ctsu.org, click the RUMS
tab, then the CTEP ID Search tab.

CTEP Institution ID (e.qg.
WADOD1):

[ ] Show only alive patients

[ ] Show only patients with
unresolved expectations

[ ] Show only patients with
outstanding queries

Lookup Reset




CRA Workbench Home

LookUp Again
SWOG  SWOG = Results of looking up patients by study

Patient Study Reg
Number Number Step > Select individual patient chart

248758 51007 1
250691 51007
252825 51007
250371 51007
51007
51007
51007
51007
51007
51007
51007
51007
51007
51007
51007
51007
51007
51007
51007
249125 51007
253198 51007
257078 51007

“Arranged by patient number

260967




CRA Workbench: Organization

Default tab = Patient Info

SWOG Patient No: ~  SWOG Study No.: 51007 Reg Step: 1 Patient Initials (L,F M): + *

I Patient Info Forms Exﬁtinnsl Queries I

-Yc-u have outstanding queries requiring your response! Flease click on the "Queries’ tab above.

Reqgistration el 4

Date:

Registering aama il L Registering aam R
Institution: Investigator:

Following r oatent tenmetiitis @I st ey # Following "o Sunsneie e
Institution: Siasiten I Sheedssismel e oS R Investigator: sl LRE L
Status Alive Last Contact Date: 10/15/2018

Refresh this page to see updates reflected,



Rave




Rave: Overview

* AcCcess

» Organization

- Data Submission

* Query Resolution/Amending Data
* Resources



Rave: Access

Invitations are sent upon initial site registration approval in the
CTSU Regulatory Support System (RSS)

- Sent to all persons with “Rave CRA” role on SWOG Roster
- Only Head CRAs identified as “Rave CRA” by default
- Request role modifications from Head CRA

If necessary, make sure you’re on the Delegation of Tasks Log
(DTL) and that it's up-to-date

*Logon using Rave username and password
=Acceptinvitations to studies

=Satisfy eLearning requirements



Rave: Access

©@ Welcome to iMedidatal You successfully logged in.

Apps Studies (5) Q, Tasks
uﬁeumata & Mediflex 56L4 (DEV)  Rave EDC Imvitations (1)
H L]
HSWOGHVE & 50820 (Dev) Rave EDC Join $1115 accept | decline
e S0820 (Tst
= (Tst) Rave EDC elearning (4)
& 50931 (Dev) Rave EDC
My Information g8 SWoG Rave EDC Rave 5.6 EDC Essentials for Clinical
Research Coordinators
Angela Smith {angelas2)
Locale eng EDC Inspection Readiness for Clinical
Pacific Time (US & Canada) Sites
Account Details Rave 5.6 Advanced Rave EDC for Site
MEMEmdﬂtﬂ Users
Data Privacy Considerations for
Clinical Systems

This is the iMedidata portal to all RAVE studies you have access to, both SWOG & non-SWOG




Rave: Organization

« Rave is organized by study
» There are no cross study functions — only one study can

be viewed at a time
» The tabs acrossthe top of the page increase in
specificity from left to right

Study Participant Form
Home page Site Folder \

l l l

[Q l OS1B26I " Test Site (99999) l 2, 501 ID Baseune[ || Onstudy: Patient and Disease Description I




Rave: Organization

_ pEemeesss

Subject ‘ ‘ P V Task Summary: Site Subjects
Advanced Search [> 4k NonConformant Data org
SLEEE Participants B> @ Open Queries ay
f& 501 . [> (@ Answered Queries org
o1 <+« registered to the > O Sicky Nofes -
& study at this site — e ees 0
Page 1 << < Page 10f1 > >>| {7 @ Requiring Review 118
501
lcon Key — A helprI tOOI 1
available on > (©) Overdue Data ot
every page [> @) Cancel Queries 108

!

View patients with
outstanding tasks



Rave: Organization

AETECECSEmEE
Patient ID: 705183 Enroliment Date: 26 Aug 2019 Patient Initials (LFM): SJR
5% 705183
(% Enrollment Forms Grid View
8 NCI Reporting B Subject Enrollment
(% Notice of Progression (1 -
Ea Sub-study Assignment Visit Date [V Task Summary: Subject Pages
73, Status Update (1) (% Status Update (1) 02 Jan 2020 V 4 NonConformant Data o9
£, Intention not to Register (% Baseline 26 Aug 2019 ¥ (2) Open Queries 18
(1) (% Follow-up 21 Jan 2020 Baseline-Eligibility Criteria
; 1
(5 Baseline (% Death (1) 21 Jan 2020 _
£ Follow-up [ Sticky Notes oS
3, Death (1) I ¥ () Overdue Data org
Due dates within folders - I ] .
Forms and Tasks specific to this participant
folders
Add Event | ... v <= Tool to add certain forms
Icon Key
CRF Version 2488 - Page Generated: 04 Mar 2020 13:35:44 Pacific Standard Time




Rave: Organization

Paper Version Rave Version

SWOG Subject: 703897
LUNGMAP ONSTUDY FORM Page: Onstudy: Patient and Disease Description - Baseline
PATIENT AND DISEASE DESCRIPTION
Patient Identifier Study Identifier LIU[N|GMA|P Registration Step Performance Status
Patient Initials (L.FM)
Weight

Page: Onstudy: Patient and Disease Description
Height
Instructions: Submit this form within 15 days of registration. Explain any blank dates or fields in the Comments section. Dates are in DD MON YYYY format. 9

Partial dates are allowed. Use "UN/UNK" for day/month. Year is required if known. Date current staging assessment completed

Performance Status (Zubrod) Oo O+ Oz O3 Oa

Height D:l] m Current AJCC clinical stage (8th edition)

Weight |:|:|:||:| kg (Provide TNM stage at time of registration. Please note that this may require re-staging.)
Date current staging assessment completed (OO Clinical T category

N

AJCC clinical stage (8th Editior
ini ge i n) If T1-T4, radiographic size of primary tumor

. Otx Oto Omis Otmi OT1a OTb OT1c
Clinical T category

Ot2a OT20 O73 OT4 If T2, was there main bronchus invasion?
If T1-T4, radiographic size of primary tumor D] . D cm
If yes, distance of the primary from the carina

If T2, was there main bronchus invasion? [Jves [nNo

If yes, distance of the primary from the carina [ <2 cm distal to the carina [ 2 or more cm distal to the carina
T2, was atelectasis a factor? Oves [ No If T2, was atelectasis a factor?

If yes, please select one OPartial lung involvement Owhole lung involvement If yes, please select one

Otumor> 7 em

Clinvasion of diaphragm

IiT4, reasca for T4 designation fselect all 2t appl) Dlinvasion of other sites as ajce heart, great vessels, If T4, reason for T4 designation (select all that apply)
ftrachea, recurrent laryngeal nerve, esophagus, vertebral body, or carina)
[Iseparate tumor nodule(s) in an ipsilateral lbe different from that of primary Tumor >7 cm
continued on next page

Invasion of diaphragm

(OSLUNGMAP_1, OSLUNGMAP_4) Page1of5 Version 1.2 Invasion of other anatomical sites as defined by AJCC
(mediastinum, heart, great vessels, trachea, recurrent
laryngeal nerve, esophagus, vertebral body, or carina)

Separate tumor nodule(s) in an ipsilateral lobe different
from that of primary

I:ICITI (xxx)
[ L]

[.. *]
l:l cm (XX.x)

'Yes ©/No

(< 2 cm distal to the carina
(2 or more cm distal to the carina

Yes ©)No

 Partial lung involvement
) Whole lung involvement



Rave: Organization
2 [ (DS B26I 2. CTSUTSTOA I ,9,277498[ ) Disease Assessment[ [ Baseline Tumor: Assessment _

Patient |ID: 277498 Enrollment Date: 01 Aug 2019 Patient Initials (LFM). MMM
Age at registration (derived): 69

Subject: 277498
Page: Baseline Tumor: Assessment - Disease Assessment 2 v

Instructions: Record the requested information for all measurable lesions and all sites of non-measurable disease, including sites visualized only
by PET scan. Please refer to Section 10.1 of the protocol for definitions. If an organ or site has too many measurable lesions to measure at each
evaluation, choose three to follow as measurable disease and record the rest as non-measurable disease. Explain any blank fields or blank dates
in the Comments section. The same test procedures used for baseline disease assessment must be used for all required subsequent

—(disease assessments

If yes, evidence of lymphoma in bone marrow ) Positive  Negative

Does the patient have measurable lesions? ® Yos @ No @ '~
Does the patient have non-measurable disease? = ® Yos @ No @ 'R~
If yes, does the patient have sites of disease visualized only [
by PET scan? OYes ONo @ 7 W
Was PET/CT imaging performed for disease assessment? O Yes @ No @ 3~
Was bone marrow biopsy performed? OYes ONo © ¢ B
Q/HN
(& |

Date of bone marrow biopsy I:l E I:l

List all negative diagnostic tests/studies used to evaluate patient for malignancy
# Tests/Studies Assessment Date

P
Add a new Log line Inactivate
Comments

O
4

(&




Rave: Organization

] Disease Assessment

|| Baseline Tumor:
Assessment

Disease Assessment ) Follow-up Tumor
A Fol - Assessment
ollow-up Tumor 3 Follow-u
: -up Tumaor:
B ssment Assessment
Baseline Tumor: D)
Follow-up Tumor:
As&esisment Target Lesions
B BEIEjElIrIE Tumor: Target | Follow-up Tumor: Non-
Lesions target Disease
| Baseline Tumor: Non- T Source Documentation:
target Disease Follow-up




Rave: Organization

Rave Form Display document
> Found on the CTSU.orgstudy page in the Master Forms Set
> Lists all forms and when they appear

Paper Form

What is the form
called in Rave?

Where can | find
the form in Rave?

When does the form show up in Rave?

Baseline Tumor
Aszesement Form
(RECIST 1.1)

Baseline Tumor:
Assessment

Baseline Tumor:

Target Lesions

Baszeline Tumor:

Mon-target Disease

Disease Assessment
folder

The Baseline Tumor: Assessment form appears after the patient is registered in OPEN.

If on that form “Does the patient have target lesions” = Yes, the Baseline Tumor: Target Lesions
farmwill appear.

If “Does the patient have non-target disease” = ¥es, the Baseline Tumor: Non-target Disease form
will appear.

Follow-up Tumor
Assessment Form

Follow-up Tumar:
Assessment

Follow-up Tumor:
Target Lesions

(RECIST 1.1)
Follow-up Tumor:
Mon-target Disease
N/A Source Documentation:

Follow-up

Disease Assessment/

Follow-up Tumor
Assessment sub-folders

The Follow-up Tumor: Assessment form first appears after the Baseline Tumor: Assessment form is
submitted.

If on the BTA form “Does the patient have target lesions” = Yes, the Follow-up Tumor;: Target
Lesions form will appear.

If on the BTA form “Does the patient have non-target disease” = ¥es, the Follow-up Tumor: Non-
target Disease form will appear.

If on the Follow-up Tumor: Assessment form “Has the patient progressed perthe definition in
Section 10.0 of the protocol”™ = No, a new Follow-up Tumor Assessment sub-folder will appear with
the forms for the next assessment.

Uze the Source Documentation: Follow-up form to upload the follow-up scan reports required for
fhe i‘l 1

Off Treatment Motice

Off Treatment Motice

Off Treatment folder

This form appears after the Treatment Arm # form is submitted with "Has the patient progressed
perthe definition of Section 10.0 of the protocol” = Yes or "Will the patient continue to receive
protocol therapy” = No.

This form can also be added any time by using the “Add Event” dropdown on the Subject tab.




it | [ 151929 | HECTSUTSTOM | 2 280960 | (3 Baseline [ [] Onstudy: Participant and Disease Description _

Subject Enrollment Date: Subject Initials (LFM]: Status Edlt
lcon__Icon

Subject: 280960

Page: Onstudy: Participant and Disease Description - Baseline El

Instructions: Submit this form within 15 days of randomization. Date is in DD MON YYYY format.

Performance Status  Fje|d Labels Field Entry O

Height

L
Weight [ kg o)
{2

What was the date of the history and physical exam? |

© © O O
BoE B B &

What was the participants initial stage of SCLC? O Limited ) Extensive

AJCC Clinical Stage

What was the AJCC T category at study entry? OFF B
What was the AJCC N category at study entry? O1F B
What was the AJCC M category at study entry? OFF B
gigniiij'l‘i garticipant experience weight loss in the last 6 OvYes ONo 1O)d B
::giﬁ{t;qhm was the approximate percentage of body Ols |
ﬂt:i::tl;es g:_;ti{:ipant have a history of brain Oves ONo IO H
Did the participant receive radiation to sites other than OvYes ONo N0 &

the brain?




Treatment start date:
Date last received:

Date of progression:

Best res puns

&Y CRFHelp - Googls Chrome = O >

# swog.mdsol.com/MedidataRave/(S(dufemdgx...

| [T | O s H
| [T | O+ H
| [T | O+ H
O Complete Response (confirmed or unconfirmed)
g:ar:}.:: Response {confirmed or unconfirmed) O H
O Progression
Date last received [:;’:I‘;c of progres
P |

Definitions of best response can be found in
LUNMGMARP protocol Section 10.

Close Help Window

Comments

OYes ONo O 7 R

| I~ | O+ H
OYes ONo O ¢ N
| L~ | O+ H
OYes ONoe O ¢ B
| L] | O+rH
[ Jo OfH
U Norm

If you're not done completing this form, but want to save your work for later, check the box below and click the Save button. Note

that edit checks will still fire.
Save this form, but don't submit to SWOG yet.

Printable Version View PDF lcon Keay
CRF Version 1976 - Page Generated: 31 Mar 2021 05:03:35 Pacific Daylight Time

U OfHN

| Save || Cancsl |




Rave: Data Submission

Parts of a Form — Saving & Resolution
o After Save, static message appears at the top of the form

This form is saved. Scroll down the form to look for quenes, sticky notes, and/or new
fields. Data are sent to SWOG when all system quenes are resolved. After data are sent
ctations will be resolved the next business day.

<



Rave: Data Submission
Logline Fields

o OS1826| ZLCTSUTSTO1 | 2277371 | (] Disease Assessment[ || Baseline Tumor: Measurable Lesions _

Patient ID: 277371 Enrollment Date: 17 Jul 2019 Patient Initials (LFM): WWW
Age at registration (denved): 68

Subject: 277371
Page: Baseline Tumor: Measurable Lesions - Disease Assessment

SITES OF MEASURABLE LESIONS

Tumor tl Tumor t|
# Sites of Measurable Lesion MeasurementMeasurement Method of Assessment Assessment Date
Dimension 1 Dimension 2
1 | || Bis v
| e | || L e vl

| Add a new Log line |Inactivate

!

Click to add additional
loglines




Rave: Data Submission

SITES OF MEASURABLE LESIONS

# Sites of Measurable Lesion | Tumor Measurement Dimension 1 | Tumor Measurement Dimension 2
R External lliac 1.2 cm (xxx) 1.1 cm (oex)
T9 Vertebral Body 3.2 cm (xx.x) 1.9 cm (xxx)
3 | Prevascular mediastinal 3.6 cm (xxx) 1.7 cm (xxx)
Add a new Log line | Inactivate
SITES OF MEASURABLE LESIONS
# Sites of Measurable Lesion  Tumor Measurement Dimension 1 | Tum
R External lliac 1.2 cm (xx.x) 1.1
2 | T9 Vertebral Body 3.2.cm (oex) 1.9
Prevascular mediastinal 3.6 cm (oxx) 1.7
.. ¥ /| INACT _L - Log line not required ¥ ||| Inactivate ‘ Cancel ‘ T;ES ofF il sl st
ites o Tumor Tumor
1 # Measurable Measurement Measurement x:st:;dmfnt [I)-\astiessment:taE;l;s SUV max
) \ Lesion Dimension 1 Dimension 2
R External 16 Jul - -
3 1 lliac 1.2 cm (xx.x) 1.1 cm (xxx) PET/CT 2019 Positive | 10.3 (xx.xx)
T9 Vertebral 16 Jul & "
2 Body 3.2 cm (xxx) 1.9 cm (xxx) PET/CT 2019 Positive | 8.9 (xx.xx)
g |SEESEEESES g 47 om () PET/CT 294946““ Positive | 484 (xx.xX)
Add a new Log line Inactivaie] Reactivate




Rave: Data Submission

Source Documentation
* Rave has a specialfield that allows the upload of electronic
documents
* New log lines can be added as needed to upload multiple reports

a1 [()S1826 | ZLCTSUTSTO1 | 2277371 | ) Baseline [ [) Source Documentation: Baseline _

Patient ID: 277371 Enrollment Date: 17 Jul 2019 Patient Initials (LFM): WWW
Age at registration (derived): 68

Subject: 277371
Page: Source Documentation: Baseline - Baseline

Instructions: Use this form to upload reports from all Baseline procedures performed, as required per protocol.

Please ensure all source documents are properly and completely redacted and free of PHI before uploading to Rave. Using a black pen or
marker only works when the image is photocopied and the photocopy is then scanned and uploaded. Other ways to redact: electronic redactin
tools, covering PHI with labels or opaque tape, black carrection tape, white-out or cutting out the identifiers and shred the clippings. Queries w
be generated to replace images where PHI is still visible. Please also ensure that file names on uploaded documents are free of any spe:
characters (i.e. # $, %, &, etc).

Date of procedure Type of procedure Upload documentL'?] Comments

+

—a

Add a new Log line Inactivate




Rave: Data Submission

Source Documentation (cont.)
> Document MUST have participant

nName, M RN, and address data z@ CRFHelp - Internet Explorer provided by ... b‘ﬂg
completely redacted

> Prefer PDFs

@ https://hdcvcl02-049.mdsol.com/MedidataRAVE/(S(wgOw: @

Upload document

> Avoid special charactersin the file I o
efore you upload, be sure the report file name does not have
name (#, @, %, etC.) the patient's name in it, and that the patient's name has been
I redacted from the document.
; DO nOt Comblne d Ifferent dOCU mentS Uploading documents in PDF format is preferred and should be

as a Sing]e P DF the method used whenever possible (especially for multi-page
documents).

Do not combine different medical record reports (operative,
pathology, radiology, etc.) as a single PDF. Each report must be
identified separately to streamline data review. Furthermore, a
single upload will not resolve multiple expectations.




Rave: Data Submission

2 OS1826| 2. CTSUTSTO1 | 2 277371 | 4 Baseline | [7] Source Documentation: Baseline _

Patient ID: 277371 Enrollment Date: 17 Jul 2019 Patient Initials (LFM). WWW
Age at registration (denved). 68

Subject: 277371
Page: Source Documentation: Baseline - Baseline B 4

Instructions: Use this form to upload reports from all Baseline procedures performed, as required per protocol.

Please ensure all source documents are properly and completely redacted and free of PHI before uploading to Rave. Using a black pen or
marker only works when the image is photocopied and the photocopy is then scanned and uploaded. Other ways to redact: electronic redacting
tools, covering PHI with labels or opaque tape, black correction tape, white-out or cutting out the identifiers and shred the clippings. Queries will
be generated to replace images where PHI is still visible. Please also ensure that file names on uploaded documents are free of any special

characters (i.e. #, $, %, &, etc).

# Date of procedure Type of procedure Upload document Comments
1 | 10 Jun 2019 CT Scan 20190622 _CT_CAP.pdf ‘v I
Add a new Log line Inactivate
Comments 0 |

If you're not done completing this form, but want to save your work for later, check the box below and click the Save button. Note that
edit checks will still fire.

Save this form, but don't submit to SWOG yet. 0 |

Printable Version View PDF Icon Key

CRF Version 2247 - Page Generated: 05 Mar 2020 14:09:08 Pacific Standard Time




Rave: Data Submission

AE R

Patient ID: 264982 Enroliment Date: 16 Dec 2016 Patient Inifials (LFM): CCC
Subject: 264982
Page: Adverse Events: Report - Randomization Cycle 01 B

Instructions: Report adverse events occurring up until the next cycle of treatment begins. Document the worst Grade seen during the reporting period. Do not code a condition existing prior to registration as an adverse event unless
it worsens. Indicate if the adverse event results in inpatient hospitalization or prolongation of existing hospitalization for 2 24 hours. Follow instructions in Section 16.0 of the protocol for expedited reporting requirements on this study.

. Hospitalization
# |CTC adv?rse event term ‘ CTCAE (4.0) grade [CTC adverse event attribution code (at least 24 hours)
1 | [Dyspepsia -l |I——F . 7] O QN
Add a new Log line Inactivate ;
Comments
3 PRCEA !

If you're not done completing this form, but want to save your work for later, check the box below and click the Save button. Note that edit checks will still fire.

Save this form, but don't submit to SWOG yet. U @Q@¢H

| Save || Cancel |

Printable Version View PDF Icon Key
CRF Version 1278 - Page Generaled: 05 Mar 2020 14:46:32 Pacific Standard Time

Y

Non-conformant
data erroricon




Rave: Data Submission

Conditional Field Display

> Rave is programmed to show certain fields and forms depending on the data
that is entered




Rave: Data Submission

At | )81800C | “CTSUTSTO1 | S, 705577 | () Baseline[ | ') Smoking Status Assessment _

Patient ID; 705577 Enrollment Date: 22 Nov 2019 Patient Initials (LFEM): WYY

Subject: 705577
Page: Smoking Status Assessment - Baseline 3

Assessment Date QN

Instructions: Please read the questions on this form to the patient and enter her/his response.

1. Have you smoked at least 100 cigarettes in your ENTIRE
LIFE? Yes v O W

IF YES, PLEASE ANSWER THE FOLLOWING QUESTIONS:

2. How long has it been since you last smoked a cigarette

{even one or two puffs)? M D 7 W
3. How many total years have you smoked (or did you | smoked a cigarette today (at least one puff) @ 3~
smoke) cigarettes? Less than one week
4. On average when you have smoked, about how many ess than 1 month

. . ess than 1 year (S
cigarettes do you (or did you) smoke a day? More than 1 vear @ 58
Enter '1' if less than 1. Y '

Enter '95" if 95 or more cigarettes.

Comments




Rave: Data Submission
| (st gooc| SLCTSUTSTO1 | 2 705577| = Basenne[ [ '] Smoking Status Assessment _

Patient ID; 708577 Enroliment Date: 22 Nov 2019 Fatient Initials (LEM): - WY

Subject: 705577
Page: Smoking Status Assessment - Baseline [E /

Assessment Date 05 Dec 2019 0 |
Instructions: Please read the questions on this form to the patient and enter herthis response.

liFH;;fe you smoked at least 100 cigarettes in your ENTIRE Yes 0 3

IF YES, PLEASE ANSWER THE FOLLOWING QUESTIONS:

2. How long has it been since you last smoked a cigarette
(even one or two puffs)?

If less than 1 year, number of months D (300 ,r.r 15|

3. How many total years have you smoked (or did you

Less than 1 year 2 7 Bl

smoke) cigarettes? 26000 & ¢ W
4. On average when you have smoked, about how many
cigarettes do you (or did you) smoke a day? 2000 & 78

Enter '1' if less than 1.
Enter '9%" if 95 or more cigarettes.

Comments &N




Rave: Data Submission
‘ | (Ds1 9000| JLCTSUTSTO1 | 2705577 | () Baseline[ [ '] Brain Metastases _

Patient ID; 705577 Enroliment Date; 22 Nov 2019 Patient Initials (LFEM): WY

This form is saved. Scroll down the form to look for queries, sticky notes, and/or new fields. Data are sent to SWOG when all system queries are
resolved. After data are sent, expectations will be resolved the next business day:.

Subject: 705577
Page: Brain Metastases - Baseline B 4

Instructions: Submit this form if patient had brain metastases.
Is patient asymptomatic? Yes 0 |

Is patient asymptomatic with no residual neurological
dysfunction? e 0 ™

Date of last assessment 12Nov2018 &% /7 ®

When was the last time patient received corticosteroids for management of their brain metastases?

Date 05Jul2019 & v ©

Time 13:00 HH:MM (24-hour format) 2 7 Bl

Date of last CT/MRI brain

[ ] Please upload radiology report from CT/MRI via the e
Source Documentation: Baseline folder. 19 Oct 2019 0 7

Opened To Site from System (06 Mar 2020)| Acknowledge




Rave: Query Resolution/Amending Data

a | (s1e00c| 2 cTsuTsTO! | 3705577| = Basenne[ ] Onstudy: Patient and Disease Description _

Patient ID: 705577 Enroliment Date: 22 Mov 2019 Patient Initials (LFM):FVWW

This form is saved. Scroll down the form to look for queries, sticky notes, and/or new fields. Data are sent to SWOG when all system queries are
resolved. After data are sent, expectations will be resolved the next business day.

Next Page - "Baseline - Onstudy: Laboratory Values"

Subject: 705577 .
Page: Onstudy: Patient and Disease Description - Baseline Dl 4

PATIENT AND DISEASE DESCRIPTION

Performance Status (Zubrod) 0 0 F N
Height
7 This field is required. Please complete. -
Opened To Site from System (06 Mar 2020) de= Entry Error v cm oo (2[5 B
©| |
Weight 65 kg oox) (@ ¢ Bl
Date of history and physical exam
? Data entered is non-conformant (invalid format). Please Entry Error v 33 Nov v 2019 CAlsw
correct.

Opened To Site from System (06 Mar 2020)

Date of current pathologic diagnosis 12 Jan 2019 0 [~



Rave: Query Resolution/Amending Data
‘m | )s1900C &‘L‘CTSUTSTM'&?OSS?? @Baseune[DOnstudy: Patient and Disease Description_

Fatient ID: 705577 Enrollment Date: 22 Nov 2019 Fatient Initials (LEM): WY

This form is saved. Scroll down the form to look for queries, sticky notes, andfor new fields. Data are sent to SWOG when all system queries are
resolved. After data are sent, expectations will be resolved the next business day.

Next Page - "Baseline - Onstudy: Laboratory Values"

Subject: 705577 .
Page: Onstudy: Patient and Disease Description - Baseline E:l g

PATIENT AND DISEASE DESCRIPTION

Performance Status (Zubrod) 0 0 N
Height
? This field is required. Please complete. :
Opened To Site from Systern (06 Mar 2020} Entry Error v |1 58 em (oS 12 |7 W
o Ve
Weight 65 kg pocx) G § B
Date of history and physical exam
? Data entered is non-conformant (invalid format). Please Entry Error v |30 Nov v 2019 = 4|0 B
correct.

Opened To Site from System (06 Mar 2020)

New Information
Date of current pathologic diagnosis Per Query 12Jan2019 &/ ©




Rave: Query Resolution/
Amending Data

Special System Query: Save without submitting
> The bottom of every form has a “Save without submitting” checkbox

> An edit check requiring the box to be unchecked will fire a query
- Edit checks will runon other fields as well

Percent of colon surface area visualized % O F &

Date of one-year postoperative body CT
SCans - | O F i

If you're not done completing this form, but want to save your work for later, check the box below and
click the Save button. Note that edit checks will still fire.

Save this form, but don't submit to SWOG yet. —_ O ¢

Printable Version View PDF lcon Key
CRF Yerzion 17 - Page Generated: 26 Mar 2012 13:49:38 Pacific Daylight Time

| Save || Cancel |




Rave: Query Resolution/
Amending Data

Percent of colon surface area visualized 0% & ¢ N
Date of one-year postoperative body CT
scans 28FEB 2012 (% 7 W

If you're not done completing this form, but want to save your work for later, check the box below and
click the Save button. Note that edit checks will still fire.

Save this form, but don't submit to SWOG yet.

2 This box must be unchecked for Entry Error - @ ;8

submission of this form to SWOG.
Opened To Site from System (26 Mar 2012)

Printable Version View POF lcon Key
CRF Version 17 - Page Generated: 26 Mar 2012 13:53:22 Pacific Daylight Time | Save || Cancel |




Rave: Query Resolution/Amending Data

| a Os1900c:| 2. CTSUTSTO | 2 705577 | A Baseline[ ) Onstudy: Patient and Disease Description _

Fatient I0: FOS877 Enroliment Date: 22 Moy 2019 Fatient Initials (LF): WMWY

This form is saved. Scroll down the form to look for queries, sticky notes, and/or new fields. Data are sent to SWOG when all system queries are
resolved. After data are sent, expectations will be resolved the next business day.
Next Page - "Baseline - Onstudy: Laboratory Values"

Subject: 705577
Page: Onstudy: Patient and Disease Description - Baseline & s

PATIENT AND DISEASE DESCRIPTION

Performance Status (Zubrod) \ VIR

Height 158 cm (o)™ @ ¢ B
Weight 65 kg (o) @ 7 Bl
Date of history and physical exam 13 Nov 2019° ¢ 7 ©

Date of current pathologic diagnosis 12 Jan 2019 0 F N




Manual Query Example

‘ a1 | ()s1900c| 2 cTSUTSTO1 | 2 705577 | (5 Baseline | [ Smoking Status Assessment _

Patient IC: 705577 Enrollment Date: 22 Nov 2019 Fatient Initials (LFEM): WAWW

Subject: 705577
Page: Smoking Status Assessment - Baseline I} 4

Assessment Date
? Was a Smoking Status Assessment done prior to
registration? If so, please amend to the date of the most
recent assessment prior to registration and amend data ' Entry Error v |05 - 2019 2 7 N
currently entered as appropriate. ‘
Opened To Site from D (06 Mar 2020) ‘—
o |

Instructions: Please read the questions on this form to the patient and enter her/his response. 3

1LiFHEa;fe you smoked at least 100 cigarettes in your ENTIRE Yes 0 58




Manual Query Example

| a1 | ()s1900c | 22 cTSUTSTO1 | 2, 705577 | () Baseline | [ Smoking Status Assessmert _

Patient ID: 708577 Enroliment Date: 22 Noy 2019 Patient Initials (L&) VWA

Subject: 705577
Page: Smoking Status Assessment - Baseline I} 4
Assessment Date

? Was a Smoking Status Assessment done prior to l
registration? If so, please amend to the date of the most

recent assessment prior to registration and amend data Entry Error v 20 - 2019 27N
currently entered as appropriate. ‘
Opened To Site from DM (06 Mar 2020)

o pre-registration data ente| Ll

Instructions: Please read the questions on this form to the patient and enter herthis response.

1. Have you smoked at least 100 cigarettes in your ENTIRE

LIFE? Yes & 7 W




Manual Query Example

| @ | s gooc| 5. CTSUTSTO1 | Q 705577| 3 Basenne[ ] Smoking Status Assessment _

Patient ID: TO5577 Enrollment Date: 22 Nov 2019 Patient Initials (LERM). WIAW

Subject: 705577
Page: Smoking Status Assessment - Baseline B v

Assessment Date

? Was a Smoking Status Assessment done prior to
registration? If so, please amend to the date of the most
recent assessment prior to registration and amend data 20 Nov 2019° (% 7 &l
currently entered as appropriate.
Opened To Site from D (06 Mar 2020}

© pre-registration data entered

Instructions: Please read the questions on this form to the patient and enter herthis response.

1Li|=|-|§‘;e you smoked at least 100 cigarettes in your ENTIRE Yes o 3|




Rave: Query Resolution/Amending Data

System queries and manual queries will be listed in the Task Summary
> Study Level

- Site Level
> Subject Level
V Task Summary: Site Subjects
(> 44 NonConformant Data 19V Task Summary: Subject Pages
V @ Open Queries 5| [» 4k NonConformant Data oS
240611 - .
O
i WV ' 2) Open Queries ine
240830 Cycle-Treatment
240833 Cycle-Adverse Events: Report
240843 1
240845 T> L Sticky Notes 105
240926
Overdue Data
240996 >0 0r%
1
T L SlCKy Notes 10
> ©) Overdue Data ore®




CRA Workbench Reports >> Query Reports

QUERIES

Filter Criteria

Show only patient #: Show only study #: Show only investigator #: Disease Type: -ALL- ¥
ORrR

Show only Rave studies
Non-Rave studies

Data Management Institution:
Follow-up Institutions:

9/4/2013 2:04:38 PM

Patno Initials ™ Investigator Study Rave Folder Rave Form Rave Field Query Date Author Query

217999 50307 -1 7/10/2013 s Please submit Supplementary Off Treatment
and End of Treatment Dental Examination
forms.

228008 50801 -2 5/28/2013 15 Please submit ct scan reports for 04/05/2013.

196482 50230 -1 a/9/2013 15 Please amend Owarian Function assessment

form for Year 2; Answer yes or no for guestion
"have the patient's menstrual periods been

absent...."
196482 50230 - 1 8/9/2013 s Please amend Ovarian Assessment form for
Year 2; were there any laboratory tests done?
238602 50931 -1 6/24/2013 AH The Blood Pre-cycle 1 expectation refers to the

Pre-cycle 1 Whole Blood specimen. If this was
not logged into Specimen Tracking, please
=zelect it from the specimen login list (4th from
the bottom), enter the collection info, create a
backdated shipment, and Ship This Shipment.
For questions, please call 206-652-2267. Thank
you.

238602 50931 -1 6/24/2013 2AH Please check weight entered for Cycle 5 -
doubled from previous cycles.

238602 S0931 -1 6/24/2013 AH Cycle 5 AE Reporting form: Please enter the

240493 51115 - 1 Baseline Onstudy: Patient Primary 5/28/2013 chrism Mo pancreatic dz is listed on the BTA. Is the
and Disease Tumor/Pancreas pelvic ascites what you are referreing to? If so,
Description please explain in comments. If not, please
amend sites of dz. All dz listed on BTA and
Onstudy must match and all dz present at
baseline must be reported. Thank you.

240493 51115 - 1 Baseline Onstudy: Patient Regional Lymph s/28/2013 chrism Mo nodal dz is listed on the BTA. All dz listed on
and Disease Nodes BTA and Onstudy must match and all dz
Description present at baseline must be reported. Thank

you.



Rave: Resources
CRA Workbench

Rave Studies YES Rave Studies NO
> Link to OPEN o Data/Form Submission
> Link to Rave > Query resolution

(¢]

Link to Specimen Tracking
Expectation report

IPR report

Queries report

Ineligible patients report

> Training slides/documents

o

(¢]

(¢]

(¢]



Rave: Resources

CTSU Help Desk

o 9:30am— 8:30pm ET Resources:

° 1-888-823-5923 BSA Calculator

° ctsucontact@westat.com Calculated Creatinine
Clearance Formula and
Calculator

Multiple Resources CTEP AERS

> Links provided in Rave at the bottom left, includingl CTSU Technical Support I
CTSU contactinformation OPEN Patient Registration

SWOG CRA Workbench
SWOG Home Page

SWOG Specimen
Tracking System




Questions?

SWOG Statistics and Data Management Center (Seattle, WA)
> (206) 652-2267

© (€ © (€ © (¢

e © @@ ;\OLO CLC
, - _ P



Patient-Reported Outcome (PRO)
Researchin SWOG Clinical Trials

MonicaYee, CCRP
Program Director, Data Management

Cancer Control and Prevention Studies
SWOG Statistics and Data Management Center (SDMC)

\ CCCCCC
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Agenda

* What?

* Why?

* Your role
* Resources
* Training
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What are PROs?

* Instruments
* Evaluate functioning and health outcomes
* From the patient’s perspective

* Incorporated
* In some treatment and cancer control studies

* Reported by the patient
* Health and overall status
* Without interpretation by a clinician

\ CCCCCC
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Quality of Life (QOL)
Health-Related Quality of Life (HRQOL)
Patient-Reported Outcomes (PRO)

Evaluation of all [ B . Anything reported

aspects of life s by the patient

Health-Related
Quality of Life
HRQOL

Evaluation of impact of iliness or
treatment on physical, emotional,
and social aspects of QOL

Dr. Lynn Henry
SWOG Symptom Control and Quality of Life Committee Co-Chair

\ CCCCCC
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Why PROs?

* Captures critical information for SWOG trials

* OQutcomes reported by patients can be different than
those reported by clinicians and researchers

* Evidence that side effects are underestimated by
clinicians (Basch, 2006)

* Reporting by patients may lead to improved
communication, satisfactionand symptom
management

\ CCCCCC
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Your Role in PRO Research is Critical

* You are the primary for quality PRO data collection and submission
* Be prepared

« Complete the online SWOG PRO Training module before administering -
questionnaires on any trial

* Familiarize yourself with the PROs and process for each study
» Perform quality control of data after patient completion and prior to submission -

* Avoid"“garbagein, garbage out”
* Submit data in a timely fashion

* Consider how you would navigate any potential patient issues or barriers
 Refer to the protocol for options

\ CCCCCC
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The Protocol as a Resource

* Study-specific details about PRO administration
* Data collection forms
* Locate the forms in CTSU - CIRB Approved Documents
* Target timepoints and windows for administration
* Study-specific details and instructions
* Mode of collection
* Hard copy forms completed by patient in person then submitted by site staff in Rave

 Electronic completion by patients viaePRO app on personal device (an option on S2013)
* Collection of data by study collaborator by phone (e.g. Cancer Control studies)

\ CCCCCC
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The SWOG

Protocol as
Your PRO
Resource

"@A@@

t]

R SWOGn
Author is

Section 5 —Eligibility
Section 7 —-Treatment Plan

* Follow-up duration defined

Section 9 —Study Calendar

* Timepoints for administration

Section 14— Data Submission

* What forms are due when

Section 15— Special Instructions

* |nstructions for administration of instruments

Section 18 — Appendix

 Description of objectives, background, instruments, etc.



https://freepngimg.com/png/81251-resource-behavior-point-icons-computer-human-education

SWOG PRO Training Module

e For all research staff involved in PRO data collection and submission

* Describes the "what,” "why” and details of the “how"” of PRO
administration to patients

* 20 minutes

* Located at www.swog.org

* Clinical Trials = Protocol Workbench = Training = Patient-Reported
Outcome Questionnaires Training Program

* Review training as many times as you like; great for a refresher

\ CCCCCC
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http://www.swog.org/

About The SWOG Network  News & Events  (Clinical Trials |

SWOG / Clinical Trials / Protocol Workbench
Clinical Trials

Biospecimen Resources

Clinical Research Resources PrOtOCOI WorkbeIICh

Clinical Trials Search
Publications This page provides convenient links to other web pages and documents
frequently referenced in SWOG protocols.

Institutions

Quality Assurance & Audits HElpfl.ll Pages

Serious Adverse Events i .
* Biospecimen Resources

CRA Workbench e Serious Adverse Events

Protocol Workbench Documents

¢ Best Practices
This document contains current information related to expectations for protocol compliance, documentation
practices, and consenting issues for those participating on SWOG studies. Unless indicated otherwise in the

relevant SWOG protocol, scheduled procedures and assessments (treatment administration, toxicity
assessment for continuous treatment, disease assessment, specimen collection, and follow up activities) must
follow the guidelines established in the above SWOG Best Practices document.

3 Training
@t-Reported Qutcome Questionnaires Training P@




= 3 YouTube

Outcome
Questionnaires

'I||| SWOG
|||” Patient Reported

Training Module For SWOG
Institutions

P Pl ) 006/2051 mE O




Questions?

Contact:

cancercontrolquestion@crab.org

Thank you for your efforts on this important aspect
of SWOG clinical trials!
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mailto:cancercontrolquestion@crab.org

Reports and Tools to Support
Quality Data

Phyllis Goodman, M.S.
Coordinating Statistician e
Institution Performance ‘
SWOG Statistical Center

| REPORTS

X SWOG /i




What defines quality?

NCTN Grant Submission required data on

Timeliness
Were the required data forms submitted?
Were the required data forms submitted on time?

Accuracy

We don’t compare submitted data to source documents (other
than audited and monitored charts) so...

Is the submitted data free of queries?

\ CCCCCC
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How does SWOG facilitate data
submission?

* Expectation System: Identifies the submission requirements
for forms, reports, specimens, patient completed forms

* Expectation = Anything that is “expected” to be submltted to
the Statistical Center ___

* Protocol-specific data requirements

* May be posted conditionally based
on treatment arm, stratification factor,
form disease status, consent answers, etc.

\T’ CCCCCC
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When are expectations posted?

1. At the time the patient is registered

2. During protocol treatment and follow-up

\ CCCCCC
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At patient registration

e Baseline requirements

* Forms: On-study, Baseline abnormalities, Baseline tumor assessment, etc.
* Source documents: Pathology/Operative reports, other source documents
* Specimens

e Other study-specificitems (e.g., Quality of Life questionnaires, imaging)

» Defined time point post registration (e.g., Week 4)

* Quality of Life questionnaires, other study-specific forms
* Specimens

e Appear on the Confirmation of Registration

\ CCCCCC
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N\ & YV U | nerwork




During protocol treatment and follow-up

* Forms for most treatment studies include
* Adverse event, treatment, follow-up tumor assessment

e Other study-specific forms

* e.g., $1802 prostate study with cycle-specific PSA, testosterone forms,
51614 cycle-specific labvalues

* Dynamic, time-period specific

* Looks at next form due based on treatment schedule
* “Period beginning” is determined from patient’s previous visit

e Can be conditional based on an event (e.g., progression, off treatment)

\ CCCCCC
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Vital Status Updates = Follow-up
Expectations

* Frequency and length of follow-up is protocol specific

* Continued follow-up is expected while patient is receiving treatment and after
they are off-treatment

* Dynamically posted based on patient’s last follow-up
* Protocol specific, e.g.,

Off Treatment Follow-Up
Every 6 months for 2 years, then annually

Treatment for 2 years - Visits every 3 months

Year O Year 1 Year 2 Year 3 Year 4 Year 5
Registration Off Treatment Follow-Up
Complete

\ CCCCCC
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Vital Status Updates

* Time since patient’s last contact

* Calculated as days between the day the reportis run and
the patient’s last contact date (date last known to be alive)

e Last contact date

e Studies prior to 2019 - updated from a number of forms
including the treatment, adverse event, follow-up tumor
assessment forms or SWOG Follow-Up Form

e Vital Status Update form

* For studies activated in 2019 or later
* Wave of the future — now on all studies going forward

\ CCCCCC
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Vital Status Form

SWOG
VITAL STATUS FORM
Patient Identifier Study Identifier S Registration Step
Patient Initials (L, F M)

|:> Instructions: Please complete this form when contact is made with the patient for any reason| This form should be
submitted prior to any other data entry related to that visit| Date is in DD MON YYYY format.

Vital Status (If dead, please submit Notice of Death) [ Alive [ IDead

Date of last contact (/f dead, please enter date of death)

Comments

RESEAR NCI National Clinical
RESEARCH ational Clinical
NETWORK Trials Network

Commun ity Oncology
Research Program

X SWOG




Specimen Expectations

e Specimens for which the patient opt out will not have
expectations posted

* Baseline specimens: (1) those needed to assess eligibility,
stratification or future endpoint determination and (2) those
needed for banking or future TM studies

* Post-baseline specimens
* Fixed time point (e.g., month 3) posted at registration
* Based on an event (e.g., progression) posted conditionally

\ CCCCCC
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Expectation due dates

* Current guidelines from CTSU = 15/15/30
e Baseline data — due within 15 days of registration
* On treatment data — due within 15 days of visit/event
» Off treatment data— due within 30 days of visit/event

* Always check Section 14 for data submission timelines as older
studies will be different

* Specimens (baseline and post-baseline) — Per Section 15. Typically...

* Blood products, urine — due within 15 days (except for Streck tubes)
* Tissue — due within 30 days of...but check protocol for actual time frame
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SWOG Reports for Quality

* Expectation Report

* Institution Performance Review (IPR) Report

* Query Report

* |Ineligible Patients Report | REPORTS
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How do | access the reports?

X SWOG

Navigate to the SWOG CRA

Workbench

“Reports” link on the left
side, mid-way down
Interface will be getting a
facelift

CANCER
RESEARCH
NETWORK

A SWOG

CAMCER
RESEARCH
NETWORK

CRA Workbench Home

Patient Management
OPEN Patient Registratio

SLAI Reqistration
Rave Data Submisgfion

Pre-Rave Data Supmission

SAE Reporting
Planned Unblinding

Resources
Reports

ORP Manual
Tools of the Trade
Training

CRA Newsletter

Reports

2ports you wish to display:

Site Management Repo

Expectation and IPR Reports

Query Reports

Ineligible Patients Report

SWOG Patients in Follow-up

Accrual Reports

SWOG-credited Registrations — site-specific, patient listing

SWOG-credited Registrations by Race and Sex - summiary

SWOG Dizeaze Committee Accrual Reports

Community Oncology
Research Program

N C I National Clinical
Trials Network




CRA Workbench Home

NEWS
3/10/2022
DQP and the SWOG Expectation System PPT Presentation

Patient Management
OPEN Patient Registration

Expectation and Institution Performance Review (IPR) Reports

SLAI Regjstration The PowerPoint presentation about the CT3U Data Quality Portal (DQP) and the SYWOG Expectation System and Query Reports has been updated. The DQP is another tool to help with managing the

Rave Data Submission

Pre-Rave Data Submission CTSU Data Quality Portal ve SWOG Expectation and Query Reports

Specimen Tracking

submission of your data and responses to queries. We hope that this presentation will answer any questions you may have about the difference between these two systems.

SAE Reporting 3212022

. Specimens Returning to IPR Metrics
Pla nding el L . " T L P | . L M L . P L L L L —
Re
Rep
ond For an explanation of monthly vs current reports, click here.
Tool Expectation Reports Monthly Expectation Reports Monthly IPR Reports
Trail
CRA CA154 (SWOG) - Kaiser Perm NCORP + Affiliates Excel CA154 (SWOG) - Kaiser Perm NCORP + Affiliates
SW( CA154 (SWOG) - Kaiser Perm NCORP CA154 (SWOG) - Kaiser Perm NCORP Excel
S
ors CA197 (SWOG) - Kaiser, San Francisc CA197 (SWOG) - Kaiser, San Francisc Excel CA197 (SWOG) - Kaiser, San Francisc
Join| CA306 (SWOG) - KaiserPermanente SCAL CA306 (SWOG) - KaiserPermanenteSCAL  Excel CA306 (SWOG) - KaiserPermanente SCAL
Con
] C0O034 (SWOG) - KaiserPermanenteCOL C0034 (SWOG) - KaiserPermanenteCOL  Excel C0034 (SWOG) - KaiserPermanenteCOL
For
Heyl

L1

. k= =)
SWOG ORP Committee - IF513 - Initial Forms Set for registrations > 13 months ago

SWOG IRB/Regulatory - FUP - Vital Status UpdﬂTE

- FORM — Forms Submission

- Form/FUP — Both Vital Status Update and Forms Submission
SWOG Protocols - SPEC - Specimens expected <= 13 months ago

- SPEC13 - Specimens expected = 13 months ago

Procedures

SWOG Roster
X SWOG <
RESEARCH
_\ NETWORK

NC1 ol | NCI

Community Oncology
Research Program



Expectation Report: 2 Versions

* Monthly Report
* Static report generated at the beginning of the month

* Current Report
* Dynamic report that reflects up-to-the-minute database status

* Both

e Downloadable to Excel

* |dentify overdue expectations which affect compliance (IPR)
statistics




Current Expectation Report

A

Filter Criteria

SWOG PatientID:| |

Registrations after: |

(mmiddiyyyy)

Institution CTEP ID:

ltems due® _ Before ) After |

(mmiddiyyyy)

“Within upcoming 90 days only

| Apply | | Reset |

SWOG Investigator ID: ‘:\ Disease Type:

IPR:

Show only IPR Category:

Data Management Institution: |

Follow-up Institution: |

| > | Export Report Data to Excel

3/15/2022 5:34:38 PM

SWOG Patient Institution CTEP Last Contact Days
1D Initials Study ID Investigator RegDate Date Status Due Date Expectation Overdue IPR
703023 51602-1 10/25/2017 10/14/2020 A 04/14/2021 Follow-up 335 FUP
J07404 51305-2 10/29/2020 02/11/2022 A 04/05/2021 Reconsent Form o344
Follow-up {Prior to BI-EFS Event)/Period beginning
05/0&/2022 02/12/2022
05/068/2022 Off Treatment Vital Status/Period beginning 02/12/2022
05/20/2022 Disease Assessment Form/Period beginning 02/12/2022
288524 £1931-1 01/11/2022 01/12/2022 A 01/28/2022 Adverse Event Form/Pre-randomization AE Summary 48
Follow-up Tumor Assessment Form/End of pre-
01/26/2022 randomization treatment 43
CANCER
RESEARCH NC National Clinical NCI Community Oncology

X SWOG

NETWORK

Trials Network

Research Program



Current Expectation Report

Expectation Days Overdue) IPR

Follow-up 33 FIUP

05/06/2022 Off Treatment Vital Status/Period beginning 02/12/2022
05/20/2022 Disease Assessment Form/Penod beginming 02/12/2022

04/22/2022 EOQORTC QLQ-BLM30/Weelk 104 (2 years)

02/24/2022 Blood submission/CBALR Visit £1: 55T to SWOG Bank 19

02/24/2022 Blood submission/CBALR Visit £1: Streck tubes to SWOG Bank 19

12/20/2021 Adverse Events Form/Penod beginning 06/15/2021 85 FORM
35 FORM

12/20/2021 Treatment Form/Penod beginning 06,/15/2021

NCI Communl ity Oncology
Researcl h Program

CANCER
RESEARCH
NETWORK

X SWOG



Current Expectation Report

Due Date Expectation Days Overdue IPR

n4f14f2ﬁ2 335 FUP
DE;’EMEGE@Eatment Vital St@rind beginning 02/12/2022

05/20/2022 Disease Assessment Form/Penod beginming 02/12/2022

04/22/2022 EORTC QLQ-BLM30/Week 104 (2 years)

12/20/ Adverse Events Form/Period beginning 06/15/2021 85 FORM
12/20/ Treatment Form/Penod beginning 06/15/2021 85 FORM
0zf 2 Blood submission/CBALR Visit #1: 55T to SWOG Bank 19
0zf 22 Blood submission/CBALR Visit £1: Streck tubes to SWOG Bank 19

CANCER
National Clinical Commun ity Oncology
EE?—EVAORRCKH NCI Trials Network NCI Researcl h Program

X SWOG




Specimen Tracking — Choose Specimen

Show:

Registration Step = |2 W

X SWOG

= &
Instructions 2 =/ L
é;r:m[-n Tracking System

Step 2 of 3: Choose the specimen that you are logging from the list below.

Show:  Registration Step =

Specimen/Material Type = |

Submission Timepoint = | Relapse/recurrence V|

Study Number: 5§1418

v

LY Lab =

Registration Step

Submission Timepoint

Specimen or Material Type

Material Requirements

Lab

201 - SWOG Specimen Repository

2 Relapse/recurrence Tissue from distant site Blocks Paraffin-embedded core biopsies | Only option
Columbus, OH
i 201 - SWOG Specimen Reposito
2 Relapse/recurrence Blood Whole Blood Red top tube, 5 ml whole blood Only option p P ry
- Columbus, OH
i 201 - SWOG Specimen Reposito
2 Relapse/recurrence Blood Whole Blood Green top tube, 5 ml whole blood | Only option p P ry
- Columbus, OH
) Week 55 Blood whole Blood E;::g Lavender top tube, 7.5 ml peripheral only option ;SESG - NRG Serum Bank at Baylor College of
Houston, TX
5 Month 18 Blood whole Blood E,‘;Efj Lavender top tube, 7.5 ml peripheral onty option ;45: - NRG Serum Bank at Baylor College of
Houston, TX
2 Baseline Blood Whole Blood Green top tube, 5 ml whole blood Only option ég‘ll‘;"i‘grs?g:pgc‘me" Repository
2 Week 13 Blood Whole Blood Green top tube, 5 ml whole blood Only option ég‘lu;"i‘ﬁ;?%:pgc‘me" Repository
P - - . - . . - - 201 - SWOG Specimen Repository

X SWOG

CANCER
RESEARCH
NETWORK

NC National Clinical
Trials Network

NCI

Community Oncology
Research Program



Specimen Expectations

* If a specimen cannot be collected

* “Notify that Specimen Cannot be Submitted” function on Specimen Tracking
resolves the expectation

X SWOG

CANCER
RESEARCH
NETWORK

® SWO0G

Leading cancer research. Together.

Instructions ot
pecimen Tracking System

Chooser

Log a Specimen

Specimen Manager

View /Update Consent Answers
Notify that Specimen Cannot be

Submitted

Reports

Administration

Contact Us

Version 3.0

This is the test Web site
All pages with headers in green act against the test database and should be used for practice only.

Welcome to the SWOG Specimen Tracking Website

Important Announcements:

# Specimen Tracking Updates: A number of updates have been made to Specimen Tracking with the goal of improving
the interface of this tool for CRAs. Changes made to the "Log a Specimen” page include (1) a filter tool at the top of the
page which can focus the specimen choices to your needs (2) the addition of the city and state to the Lab and (3) the
addition of a column "Material Requirement” indicating if the material type is the only option, preferred or alternate.
Changes to "Specimen Manager” include the addition of the specimens which could not be submitted with a checkbox filter
tool.

¢ Training module with demo for using the Specimen Tracking System.

e Written Instructions for using the Specimen Tracking System (English).

TS |

NCI

National Clinical
Trials Network

NCI

Community Oncology
Research Program



Institution Performance Review (IPR)

e Statistics used to monitor and measure an institution’s
compliance with data submission requirements

* Are required forms being submitted?
* SWOG Policy #33: Compliance guidelines

* The IPR report is run monthly and contains
the compliance rates (percentages)
for each category

 Posted on the SWOG CRA Workbench and mailed to the PI
and Head CRA of the LAPS/Member/NCORP

C OMPLIANCIE
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Tracking Compliance: IPR Report

* Four categories

* Initial Forms Set: expectations “associated with” patient registration
data; includes specimens needed to evaluate eligibility, treatment or
stratification assignment and future endpoint determination

* Post-baseline forms submission
e Vital status updates (patient follow-up)
e Specimens: All others not covered above

e Overdue items contributing to the IPR categories are identified
on the Expectation Report in the IPR column with a code

e Categories and definitions on “Expectation and IPR Reports” page
A SWOG i *




Current Expectation Report

Due Date  Ewpectation Days l:)verdu
04/14/2021 Follow-up 335

05/06/2022 Off Treatment Vital Status/Period beginning 02/12/2022

05/20/2022 Disease Assessment Form/Penod beginming 02/12/2022

04/22/2022 EOQORTC QLQ-BLM30/Weelk 104 (2 years)

02/24/2022 Blood submission/CBALR Visit £1: S5T to SWOG Bank 19
02/24/2022 Blood submission/CBALR Visit £1: Streck tubes to SWOG Bank 19
12/20/2021 Adverse Events Form/Penod beginning 06/15/2021 85

12/20/2021 Treatment Form/Penod beginning 06,/15/2021 85

CANCER
RESEARCH
NETWORK

X SWOG

NC' National Clinical
Trials Network

NCI Communl ity Oncology
Researcl h Program



IPR Statistics and Report

SWOG Institution Performance Review Statistics
For patients credited to SWOG
Data as of 02/02/2021

Principal Investigator:
DM Institution: |

A. Reqistration steps lacking submission of Initial Forms Set

A’l. Registrations within last 13 months 7/90 f.78%

A2 Registrations more than 13 months ago 0
B. Overdue Vital Status Updates 36 /230 15_65%@
C. Expected forms (post-baseline) not submitted 34 /3009 1.13%
D. Expected specimens (post-baseline) not submitted

D1. Specimens expected in the last 13 months 81177 4 52%

D2. Specimens expected more than 13 months ago 0

| > *Indicates out of compliance

CANCER
RESEARCH
NETWORK

% SWOG




Compliance Levels

* Out of compliance if...
* Initial Forms Set: >10% of patient REGISTRATIONS are > 30 days overdue

» All of the items associated with the Initial Forms Set must be received; a single
overdue item will result in the registration being overdue

e Post-baseline form expectation: >5% of FORMS are > 60 days overdue

* Vital Status updates (follow-up): >15% of PATIENTS are > 60 days
overdue

e Post-baseline specimens: >10% of SPECIMENS are > 30 days overdue

e Striving for 0% across the board

\ CCCCCC
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Consequence of poor performance

e Two Consecutive Months

* If an institution remains out of compliance on any
measure for two consecutive months, a warning email is

sent to the Pl and Head CRA
* Three Consecutive Months

* The institution is at risk of suspension with loss of
registration privileges. If not corrected within 1 month,
the institution may be suspended

\ CCCCCC
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Query Report

* Queries posted by Stat Center Data Coordinators, Central
Monitors, QA team, Biorepsoitory based on their review of
the data

e Rave — System queries included in a separate section

Reports

* Not currently tied to Expectations or IPR
but just as important and will be a
future component of site performance

Site Management Reports

Expectation and IPR Reports

* Located in the Reports link on CRA Query Reports
WO rkbe n C h Ineligible Patients Report

y CCCCCC SWOG Patients in Follow-up
<SWOG




Ineligible patients report

Reports

Please select the reports you wish to display

* Eligibility determines whether patients will be

Site Management Reports

included in the primary statistical analysis ctnton 5 Eopats
* Checkyourineligible patients ausry gt

Ineligible Patientz Report

* Currently not a performance measure, but...
* Review your patientsthat are coded as ineligible
» N =clinicallyineligible | Check. Was there a data entry error?

> NI = Insufficientinformation | Eligibility can’t be confirmed, material unavailable.
> NR = Reversible Missing information! Reversible if data submitted!

SWOG Patients in Follow-up

\ CCCCCC
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Ineligible patients report

INELIGIBLE PATIENTS

The following report shows patients who have been deemed ineligible for therapeutic trials coordinated by SWOG who were registered by your institution within the last three years. Note that some of these patients
may have transferred follow-up responsibility to another institution, but eligibility is credited to the registering institution.

Filter Criteria

Show only patient # Show only CTEP investigator ID Show only patients registered since
[| ] | | 13/8/2016 Apply Reset
Show only study # Show only CTEP institution 1D Show only Disease Type
.

| | | | [AL- V]

Patno | Initials | Ho0 o | et | poguter | Study | Regrefion /eS| ineiigibility Code Ineligibility Reason
00535 [p, 3w fowos | sios1 [y21/2016  [taons |V IS lnehglecu o onstuly ks beng done o, 04/23/2016 and WYY CTscans g
261605 |A, Q SWOG 51207-1 |5/13/2016 7/15/2016 |N: ineligible HER2 ISH is equivocal or positive.
270992 [B,DM |SWOG ! 51207-1 |2/2/2018 4/5/2018 NR: Required prestudy block not yet submitted. <60 days.

Inelig.,reversible

Patient ineligible (N): Patient ineligible d/t patient taking once daily combinations that use

271748 |B,GL |SWOG 1 S1609-1 |3/30/2018 6/7/2018 N: ineligible pharmacologic boosters (section 5.3.k.2 of the protocol)

% SWOG

CANCER
RESEARCH
NETWORK

NC National Clinical NCI Community Oncology
Trials Network Research Program




2 SWO0G

CTSU Reports

e Data Quality Portal (DQP)
* Delinquent Forms

e Queries —those from Data
Coordinator as well as
“System Queries” and non-
conformant data

e Includes

e All SWOG Rave studies but
NOT pre-Rave studies

* Other Network Group
Rave studies

CANCER
RESEARCH
NETWORK

//"_\\. Cancer Trials Suppo vt Unit B T Home [ Contact [ Feedback | Public Site | Log Out ]

A SERVICE OF THE NATIONAL CANCER INSTITUTE

ey U

Home Protocols @ Dashboard Regulatory~ OPEN

Version: 6.9.2.0

IGO!]

xpire in 119 days.

DEENIENERENE Al Auditing & Monitoring»  RUMS>  Delegation Log~  Resourcesv  Collaboration

NN (patients | DOP Queries |(DQP Delinquent Forms || DQP Reports |+

) medidata

Access to iMedidata: A=A b M 49
s Click this link to access iMedidata directly using Single Sign On (no

DQP Summary Table 2 Help ‘

login necessary) # Protocol Total Delinquencies Total Queries

. . . N . . N 1 50820 25
« If you are having trouble accessing iMedidata using the Single Sign On

link above, please try accessing via URL: 2 51203 37
https://login.imedidata.com/selectlogin (using your CTEP-IAM 3 51204 28
credentials) 4 S1207 - 642
Medidata Rave is a clinical data management system being used across the 3 Si211 156
NCI Cancer Therapy Evaluation Program (CTEP) for the entry and 6 $1216 185
management of clinical data for Network Group trials. The iMedidata 7 51221 12
application is a portal to access Medidata products including Rave. It allows 3 51304 ~ 52
site and Lead Protocol Organization (LPO) users to access studies across -
multiple Rave URLs by providing a single point of entry. Access to iMedidata 9 S1312 z 40
and Rave is controlled through the CTEP-IAM system and through role 10 S1313 10 28

Expectation and Institution Performance Review (IPR)

CRA Workbench Home Reports

Patient Management
OPEN Patient Registration

NEWS

310/2022

DQAP and the SWOG Expectation System PPT Presentation

The PowerPoint presentation about the CTSU Data Quality Portal (DQP)
and the SWOG Expectation System and Query Reports has been
updated. The DQAP is another tool to help with managing the submissicn
of your data and responses to gueries. We hope that this presentation
will answer any guestions you may have about the difference betwesn
these two systems.

CT5U Data Quality Portal vs SWOG Expectation and Query Reports <::|

SLAI Regiztration

Rave Data Submission

Pre-Rave Data Submigsion

Specimen Tracking
SAE Reporting
Planned Unblinding

Trials Network

National Clinical C ity Oncol
QIO 7o Nework JRAASLE Rescarch program



FAQS

* Do the Auditors use these reports?

* The auditors do have access to these reports on a case-by-case basis and can
use them to support their work. They provide an overview of a site’s
performance. However, they are not part of the formal audit report

* Do the NCI and other Network groups have access to these reports?

* Currently, these reports are only used by SWOG and the information is not
routinely given to the NCI or other groups.

 Who should | contact if | have questions?
* ExpectationReportQuestion@crab.org

\ CCCCCC
RRRRRRRR
N\ & YV U | nerwork



High quality data
are essential for
good studies...
...Your efforts are
essential for high
guality data

CANCER
RESEARCH
NETWORK

X SWOG

NC

National Clinical
Trials Network

NCI

Community Oncology
Research Program



Questions?

S CANCER
RESEARCH National Clinical Community Oncology
é SWO G NETWORK NCI Trials Network NCI Research Program



Your Mission:
Patient/Participant
Long Term Follow-Up

Connie Szczepanek, RN, BSN, CCRP

Cancer Research Consortium of West Michigan NCORP
Chair, SWOG Oncology Research Professionals Committee
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RRRRRRRR
N\ & YV U | nerwork




What is long term follow-up?

* Protocol treatment discontinued
 Treatment toxicities resolved

* Response to therapy has been determined
* May vary if an observational study

\ CCCCCC
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The Rule

It is important you be familiar with and use the most current
SWOG and Institutional policy to assure compliance with
procedures and required documentation.

SWOG Policy Memorandum No. 30

* Defines responsibility for patient follow up, procedures
for transferring a patient to another institution, the
criteria utilized to classify a patient as “lost to follow-
up”, and things to discuss with a patient if they wish to
withdraw consent.

\ CCCCCC
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Purpose of long-term follow-up

e Assure continued medical surveillance
* Allow meaningful end-results reporting
e Accuratesurvival data

* Disease recurrence

* Disease status

* Survival ﬁ: , )'\ =
* Monitor for long-term adverse events and f“{ P Lﬂ | k’]
treatment-related malignancies ()

* New Malignancies




Follow-Up Intervals

* Every 6 months for first 2 years
* Annually after 2 years

* Refer to specific protocol requirements — SWOG protocol section 14.0
Data Submission Schedule

* Read the protocol carefully for length of follow-up
e Patients on some older studies may be followed until death

* If not defined or in doubt...go with the most conservative option and
verify with SWOG

\ CCCCCC
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Tracking Follow-Up

* Track by date of last contact
* Use the Expectation Report
e CTSU Queries/Tracking -- DQP

e Set up and use Tools:
* Tickler systems
* Calendar reminders
e Database or spreadsheet
* Clinical Trials Management System (CTMS)

 Whatever works at your site to help you
track and remember!

X SWOG /i




Priority Sources of Follow-Up Information

* Hospital record and/or treating physician’s record
e Referring physician’s office

* Family physician’s office

e Call or send letter to patient

\ CCCCCC
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Follow-Up Documentation

e Date of last contact - Vital status

e Date of last clinical assessment or disease assessment
(New Cancer Registry requirements)

* Progression/recurrence

e Subsequent treatment

* New malignancy/MDS

* Long-term adverse events (AEs)
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Every patient has the potential to be “lost”
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Communicate Regularly

* Communication is key to building
relationships

* Be part of the journey
* Informed consent
* Treatment
* End of treatment
* Follow-up plan
* Key timepoints

\ CCCCCC
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Be Proactive

* |t starts at the beginning

* Assume changes WILL happen

* Get to know your patients and their journey

* Confirm and update contact info at every visit
* Verify the plan and timeline for next follow-up
* Build in handoffs

\ CCCCCC
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Collect demographic information from chart

* Patient

* Referring or other physicians

* Relatives

* Insurance company

* Cell phone numbers and e-mail address

e Put together a Participant Information Sheet

\ CCCCCC
RRRRRRRR
N\ & YV U | nerwork



* Complete at time of consent

Participant Information Sheet + Review each year

* Updateat time of transitions
& /or when patient shares

changes
* Name: °

e Address:

* Phone: (Home) (Work) (Cell)
* E-mail address:
 Social security number:
* Spouse — Name:
. Phone: (Cell) (Work)
* Primary care physician:
* Address:

* Phone:

\ CCCCCC
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Participant Information Sheet

* Names, addresses and phone numbers of three people (other than
spouse) who can reach participant. Include at least one from
participant’s hometown.

Contact #1 Contact #2 Contact #3

NAME: NAME: NAME:

Address: Address: Address:

Email address: Email address: Email address:

Phone (cell): Phone (cell): Phone (cell):

Phone (work): Phone (work): Phone (work):
Relationship to patient: Relationship to patient: Relationship to patient:

\ CCCCCC
RESEARCH
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Keep in touch

 Build a bond with your patient(s)

» Stop by to see the patient at appointment check-in or while they are
waiting to see physician

* Birthday cards or notes

* Appointment reminders

* Postage paid envelopes

* Make it simple for them to reach you

\ CCCCCC
RRRRRRRR
N\ & YV U | nerwork




Foster good relationships

* Physician office personnel

* Health information personnel
e Hospital cancer registrar

* Navigators

* Genetic Counselors
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IF TH
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Tips for finding a “lost” participant

* Hospital EHR or computer * Family members
system * State EMR systems

* Social media » State cancer registries

* Voter registration e Internet searches

* Hospital cancer registries

\ CCCCCC
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Internet resources

e WWW.anhywho.com

 www.whitepages.com

* www.people.yahoo.com

e www.switchboard.com

e www.findagrave.com

\ CCCCCC
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http://www.anywho.com/
http://www.whitepages.com/
http://www.people.yahoo.com/
http://www.switchboard.com/
http://www.findagrave.com/

Other internet sources

* Local library —look for links on their web page

* Social Security Death Index (SSDI)

* Department of Corrections

* Send a letter to physician office or tertiary referral hospital center

 Lexisnexis.com — links to legal and public records
* Academic institutions or law schools may have a subscription
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Other internet sources

* www.legacy.com
* Online obituary search

e Ancestor Hunt (www.ancestorhunt.com)
* Obituary search
* Newspapers by state

* www.ancestry.com

* National obituary archive (www.arrangeonline.com)
* Online listing of funeral homes

\* CCCCCC
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http://www.arrangeonline.com/

Internet resources for
Social Security Death Index

« www.geneologybank.com/gbnk/ssdi

e wWW.RootsWeb.com

* www.ancestry.com

e www.worldvitalrecords.com

e www.familysearch.org
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http://www.geneologybank.com/gbnk/ssdi
http://www.rootsweb.com/
http://www.ancestry.com/
http://www.worldvitalrecords.com/
http://www.familysearch.org/

Policy #30: *‘t
Responsibility for patient follow-up

* Login to SWOG member site (www.swog.org) /
e Policies and manuals /
* Policy 30

“All institutional and individual participants in SWOG are responsible for the follow-up

of all patients registered by the institution and /or the individual at the institution for
as long as the patient remains alive (or for a protocol specified length of time). The
commitment to patient follow-up remains regardless of the funding status or

membership status within the group.”

In other words...this is important!
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http://www.swog.org/

Policy #30 — Follow-Up

e Change in institutional status

e Change in investigator status

* Patient moves from one SWOG institution to another
* Consent withdrawal

* Lost to follow-up requirements
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Patient transfer

* Patient goes to another institution***
* Transferring & accepting investigators must approve transfer
* Be sure you work with your program leadership

\ CCCCCC
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Patient Transfer:
Transferring institution’s responsibilities

e Contact new site for transfer
* |nitiate patient transfer form online
* Resolve ALL expectations and queries

* Provide accepting institution with copy of research record and case
report forms (CRFs)
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Patient transfer:
Accepting institution’s responsibilities

 Complete patient transfer form
* Obtain IRB approval prior to conducting study activities

e Patient signs new consent form and HIPAA authorization at accepting
Institution
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Consent withdrawal

* Definitions are key!

* VERIFY with the patient:

* No longer wish to be treated per protocol
* No longer wish to be followed per protocol

e Both

 Withdrawing consentto participate in a study does not necessarily
mean the patient also withdraws consent to being followed.

* Please make sure the individual understands that they can still be
followed on trial

\ CCCCCC
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Consent withdrawal

» Before finalizing this status:
* Review and re-review the policy
* Inform and discuss with your program leadership

* Know and understand the implications of using this designation. For
example:
e Patient withdraws consent to maintain specimens for research
* Patient withdraws consent to be contacted for future research

* Inform SWOG

* Connect with the study coordinator to verify form to use (e.g.: Rave vs non-
Rave studies)

* DOCUMENT!
X SWOG /i




Lost to follow-up requirements

* Document >2 years since last contact

* Document contact attempts
 Must attempt to reach patient at least 3 times
e DOCUMENT!
e DOCUMENT!
e DOCUMENT!

» Before finalizing this status:
e Review and re-review the policy
* Inform and discuss with your program leadership
e Connect with the study coordinator




Look for the form on the

Declaration of lost to follow-up CRA Workbench

Tools of the Trade

‘CRITEHIA FOR LOST-TO-FOLLOW-UP STATUS |

1. Has it been at least 2 years since the last patient contact: [ | Yes (if the answer is No, your patient is not
eligible - please do not submit)

Date of last contact: / /

2. Please document attempts to contact patient (either 3 phone calls or a certified letter which was either
returned "addressee unknown", or did not receive a reply):

[ ] Phone calls - please list dates: 1 / /
2: / /
3: / /

[] Certifiedletter: [ _] Returned

[ ] No response

| verify that the above information is correct, and that all attempts to contact this patient have failed.

/ /

Signature of Principal Investigator Date
| .

CANCER
National Clinical Community Oncology
Ne! R

2 SWOG




SWOG S9808 Long Term Follow-Up Protocol

* Objective: Relieve burden for local IRBs doing continuing review (CR)
for studies:

* Closed to patient registration
* On which no patients are receiving protocol treatment
e Patients are still alive and being followed

* Local IRB

e Approval required for protocol S9808
* Reviews a report annually for the LFTU Protocol (vs individual study CRs)

e List of studies under S9808 on CRA Workbench / Reports / Study
Management
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List of No Follow-up Required Studies

* Posted on the CRA Workbench / Reports / Study Management
* Follow-up no longer required
* Includes date to keep records

* Keep until SWOG date or institution required date — whichever is
longer

\ CCCCCC
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CANCER
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ASWOG

CRA Workbench Home

Reports

Please select the reports yvou wish to display:
Patient Management P ¥ piay

OPEM Patient Registration Site Management Reports

SLAI Registration
Expectation and IPR Reports
Rave Data Submission

Query Reports

Pre-Rave Data Submission

Specimen Tracking Ineligible Patients Report

SAE Reporting SWOG Patients in Follow-up

Planned Unblinding

Resources Accrual Reports

Reports
SWOG-credited Registrations — site-specific, patient listing

ORP Manual
SWOG-credited Registrations by Race and Sex - summary

Tools of the Trade

Training SWOG Disease Committee Accrual Reports
CRA Newsletter

SWOG Group Meetings

Study Management
SWOG QAfAudits

CTSU Members Page Serious Adverse Events (SAE) for a Given Study

Join the CRA Mailing_List! List of Studies with NO Required Follow-Up

ContactUs List of studies for S9808 - Long Term Follow-Up Protocol

For SWOG Members Study-wide Unblinding Report
MNew SWOG CRAs!

S0820 (PACE S) Potential Patients

SWOG ORP Committee
SWOG IRB/Regulatory

X SWOG

A . a— W= _TETmT

CANCER

National Clinical Community Oncology
ZE?—E\IAORRCKH N C Trials Network N CI Research Program




Our patients have entrusted us with being
part of their journey....
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Questions?

X SWOG

CANCER
RESEARCH
NETWORK

NCI

National Clinical
Trials Network

NCI

Community Oncology
Research Program
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Adverse Event Reporting \

Amy S. Johnson

Quality Assurance Coordinator

Cancer Research And Biostatistics (CRAB)
SWOG Statistics and Data Management Center

SWOG Group Meeting
- Spring 2022




Adverse Event (AE) Reporting:

Outline \

= Definitions and Background
= Relevant Information located in SWOG Protocols

" Reporting Adverse Events

= NC| Common Terminology Criteria for Adverse Events (CTCAE)
» CTCAE grade (severity)

= Attribution

= Status code

=" Online Data Submission: Adverse Events




\

Definition of Adverse Event \

Any untoward medical occurrence associated with the use of a drug in
humans whether or not considered drug related (21 CFR 314.80)

= New eventwhich was not pre-existing prior to initiation of study treatment

= Pre-existing event which recurs with increased severity (grade) or increased
frequency following study drug administration

= Eventpresentat the time of study drug administration and is exacerbated
following initial study drug administration

Unless otherwise specified, all grades of adverse events (1-5), including abnormal
laboratory findings, must be reported on the study’s Adverse Events Form (AE
Form) regardless of clinical significance or attribution to protocol treatment.

? SWOG | GANZER National Clinical
EEEEEEE ational Clinical
A | NETWORK NCI Trials Network

a National Cancer Institute program Aprog
O



Types of Adverse Event Reporting

Routine: reporting of ALL adverse events, regardless of
attribution or grade, unless otherwise specified

= Capturedvia Adverse Events eCRF at protocol-specified
timepoints

= Note: if abnormalities are present at baseline, capture via
Baseline Abnormalities eCRF

Expedited: reporting of adverse events meeting certain
criteria(e.g. Serious Adverse Events and Adverse Events
of Special Interest)

= Based on severity, expectedness, and seriousness of event

= (Capturedvia Adverse Events eCRF and CTEP-AERS

ASWOG

NCI National Clinical
Trials Network
National Cancer Institute prog




Examples of Adverse Events

A toxicityis an adverse event considered related or possibly related to
the study drugor intervention. Both terms may used in SWOG protocols
depending on the context; however, patient assessments and reporting
should encompass the broader category of adverse events.

Which of the following should be reported as Adverse Events?
=  Nausea or vomiting caused by study treatment

=  Worseningof allergic rhinitis from seasonal allergies

=  Wrist fracture due to fall

=  Abnormallab result that was not present at baseline

. Increasing tumor pain

=  COVID-19infection and related symptoms

A SWOG = NCI
a National

National Clinical
Trials Network
ncer Institute prog
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Importance of AE Reporting \

" Provide a summary of adverse experiences to develop the drug
or regimen safety profile

" Ensure research subjects are aware of all possible side effects
of an investigational treatment

* |dentify events that may have immediate effect on the safety of
a patient

" Inform regulatory bodies, investigators, and other parties of
nlew ar|1d inlmportant information about events that occur on a
clinical tria

ASWOG

NCI National Clinical
Trials Network
National Cancer Institute prog




\

Importance of AE Reporting \

Phase | trials

= Primary objective: accurately assess the safety of an experimental
regimen and determine the maximum tolerated dose

Phase Il single-arm trials
= Secondary objective: estimate the frequency and severity of
toxicities in trial regimen

Phase II/1ll randomized trials

= Secondary objective: compare the frequency and severity of
toxicities associated with each regimen

NCI Community Oncology
Research Program

? SWDG | CAMCER . -
e RESEARCH National Clinical
A | NETWORK NCI Trials Network

a National Cancer Institute program Aprog
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Relevant Protocol Sections

3 Drug Information

8 Toxicities to be Monitored
and Dosage Modifications

9 Study Calendar

16 Ethicaland Regulatory
Considerations

...and don’t forget the Master Forms Set in CTSU!

NCI National Clinical
Trials Network
National Cancer Institute prog
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Protocol Section 3.0 — Drug Information \

= Describes the study drug(s), storage requirements, stability,
administration, and supply information

= Lists known toxicities for each study drug, often presented
in a Comprehensive Adverse Events and Potential Risks

(CAEPR) table, organized by body system

= |fthere are any exceptions to expedited reporting to the NCI, these
will be listed in the Specific Protocol Exceptions to Expedited
Reporting (SPEER)




CAEPR Table and SPEER Subset

Version 2.7, September 10, 2018!

Adverse Events with Possible

Relationship to Dasatinib (BMS-3548125, Spryvcel)

(CTCAE 5.0 Term)
[n=2037]

Specific Protocol Exceptions to
Expedited Reporting (SPEER)

Likely (=20%)

| Less Likely (<=20%) | Rare but Serious (<3%)

Anemia

[BLOOD AND LYMPHATIC SYSTEM DISORDERS

Ldnemia (Gr 3)

Febrile neutropenia

ICARDIAC DISORDERS

Heart failure

Left ventricular systolic
dysfunction

Myocardial infarction

IGASTROINTESTINAL DISORDERS

Pericardial effusion

Abdominal distension

Anal mucositis

L4bdominal pain (Gr 3)

Constipation

Diarrhea

|Dharrhea (Gr 3)

Dyspepsia

Gastrointestinal hemorrhage?
Mucositis oral

Nausea

|Nausea {Gr 3)

Rectal muicositis

Small intestinal mmcositis
Vomiting

IGENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS

Vomiting {Gr 3)

Edema limbs

Fatigue

Fatigue {Gr 3)

Fever

Fever (Gr 2)

A SWOG

<< Expedited reporting is
required ONLY IF the event
exceeds the grade noted in
parentheses.

Multiple study agents?

If an AE is listed on more than
one SPEER, use the lowest
grade to determine whether
expedited reporting is required.

Nc National Clinical NCI Community Oncology
Trials Network Research Program

a National Cancer Institute program
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Protocol Section 8.0 — Toxicities to be
Monitored and Dose Modifications \

= Defines which CTCAE version will be utilized for AE and SAE
reporting (latest version is 5.0)

= Lists the anticipated treatment toxicities, AE management, and
dose modification guidelines
"  May also include symptom management medications (e.g.

ondansetron for nausea, topical steroid for rash)

= Lists the Study Chair contacts for protocol treatment questions

= Now also included in Section 8.0: Adverse Event Reporting
Requirements

ASWOG

NCI National Clinical
Trials Network
National Cancer Institute prog




Examples of Dose Modifications

Talazoparib Dose Reductions

Dosa modifications must be made based on the observed toxicity, as summarized
in the tables below. The 250 mcg capsule iz available for dose reduction.

Talazoparib Doze Reduction Levels for Adverse Reactions

Dosze Level Dose

Recommended staring dose 1000 meg (one 1000 meog capsule) once daily
First dose reduction 790 meg (three 250 mog capaules) once daily
Second dose reduction 200 mcg (two 250 mcg capsules) once daily
Third dose reduction 250 micg (one 250 mcg capsule) once daily

Doze Modifications for Parficipants with Renal Impairment;

For participants with moderate renal impaimment (CrCl 30 — 59 mbU'min), the
recommended dose of alazoparib is 750 mog once daily.

Table: Benal Impairment Dose Modifications

Toxicity Dose Modification

Grade = 3 Hold protocol treatment until resolution to < Grade
2, treatment may then resume at the next lower
dose

Dose Modifications for Hematologic or Monhematologic

MNote: Mo dose modifications are required for any grade lymphopenia.

Table: Dose Modifications Based on Hematologic or Monhematologic

Toxicity

Toxicity

Dose Modificatipn

Hemoglobin Grade 2= 3

Haold protocol treatment until resolution to <
Grade 2 or baseline, treaiment may then resume
at the next lowsr dose.

Platelet count Grade = 3

Hold protocol treatment until resolufion to <
Grade 2 or baseline, treaiment may then resume
at the next lowsr dose.

Meutrophil count Grade =
3

Hold protocol treatment until resolufion to <
Grade 2 or baseline, treaiment may then resume
at the next lower dose.

CANCER
RESEARCH
HETWORK

< SWOG

NCI National Clinical NCI Community Oncology
Trials Network Research Program

a National Cancer Institute program A program of the National Cancer Institute
of the National Institutes of Health




Protocol Section 9.0 — Study Calendar

9.0 STUDY CALEMDAR

2)

5

Before
Randomization
Step 2

Treatment =

Off Tx Pre-
progression
follow-up

Off T
Post-

progression
follow-up

Cyek 1

Cyca 2

Cycle 3

Cycie 4

Eosbrieny Ll
Cycles

PHYSICAL

History & Physical Exam

e

KE

Weight & Zubrod Performance
Status

[Diseaze Assessment

Biaseline Abnomality Assessment

o o I

Toxicity Assessment

LABORATORY

CBC, including: Leukocytes, ANC,
and platelets™

Total bilirubin, AST, and ALT

Creatinine or estimated creatinine
clearancs

PROCEDURES AND SCANS

CT or PET/CT of chest, abdomen,
pelvis ®

CT or MRI of brain™

SPECIMEN 5UBMISSION

Tissue for banking (s=e Section
15.3)

Blood for banking [see Section
15.3) F

[prograssion

X

orend of t)

TREATMENT

Arm A

Shides for SLFN11 IHC tEsting submitied and results recaived (See Secton 1

atezolizumakb only

Dray ¥

Day 1

Day 1

Day 1

Day 1

Arm B:

atezolizumab

Dray 1

Day 1

Day 1

Day 1

Day 1

talazopanb

Diaily oral dosing

ASWOG

National Clinical
Trials Network

NC

a National Cancer Institute program

Community Oncology
Research Program

NCI

A program of the National Cancer Institute
of the National Institutes of Health
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Protocol Section 9.0 — Study Calendar \

9.0 STUDY CALENDAR

OF TePre- | O T

Before progression prngpl?es:;inn
Ra"%';'g;zgat on Treatment # follow-up follow-up
o Cyck 1 Cyie 2 Cycle 3 Cycie 4 oo

PHYSICAL E
History & Physical Exam i X X X X X X XE XE

i il
|L1IE|gh1 & Zubrod Performance - X X X X X X
Siatus lﬂ
Dissase Assessment = X X B X8

I| Toogicity Assessment | '.E X * | * | * X X< | e I

C  Toxicity assessment must continue until 30 days after the last dose of protocol treatment or until resolution of all acute adverse events,
whichever iz later.

= Assessmentsrequired where X is present

= Refer to study calendar footnotes for additional details

= Report all AEs through the end-of-cycle assessment: Cycle 1
AE Form will capture all events occurring up until
administration of Cycle 2 study treatment

= Thisincludes C2D1 pre-treatment lab abnormalities!

- | CANCER
Z SWDG RESEARCH NCI National Clinical NCI Community Oncology
N | nETWORK Trials Network Research Program

a National Cancer Institute program
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Protocol Section 16.0 — Ethical and
Regulatory Considerations

" Presents information regarding informed consent,
IRB, drug accountability, and monitoring
= Adverse Event Reporting Requirements (older

SWOG protocols)
" |ncludes instructions for reporting SAEs and, if

applicable, AESIs




Master Forms Set (All CRFs)

= -

Home Funding Information] Documents |JDrug Safety Notification Study Agent Protocol Req uiE

S 1929 @) IREManager  Remove from My Protocols u Ava i I a b I e in CTS U

a Mational Cancer Institute program

Phase II Randomized Study of Maintenance Atezclizumab Versus Atezolizumab in Combination with (DOCU ment Type =
Talazoparib in Patients with SLFN11 Positive Extensive Stage Small Cell Lung Cancer (ES-SCLC)
Case Report Forms)

[“Protoca Raated bocuments | = Contains all case

CIRB Approved Documents

For assistance accessing information, refer to the Accessibility Policy to request reasonable accommodations.

. report forms for a
- —— particular protocol,
All Document Types * iﬂClUding those
used to report
Supplemental Documents
Education and Promotion adve rse events

Case Report Forms

Miscellaneous

Select a Document Type

CAMZER
RESEARCH National Clinical Community Oncology
HETHORE NCI Trials Network NCI

< SWOG

Research Program

a National Cancer Institute program A program of the National Cancer Institute
of the National Institutes of Health



Reporting Adverse Events: \
NClI Common Terminology Criteria for \
Adverse Events (CTCAE)

" CTCAE versions and other AE reporting resources are found
at ctep.cancer.gov
= Version 5.0 published in November 2017
= Used for all SAE reporting (April 2018 to present)
= Used for routine AE reporting for newer SWOG protocols

= \ersion 6.0 anticipated in Fall 2022

" Some studies may use a different CTCAE version for routine
AE reporting vs. SAE reporting



https://ctep.cancer.gov/protocolDevelopment/electronic_applications/ctc.htm#ctc_40

\:

Reporting Adverse Events: CTCAE Grade \

The CTCAE displays Grades 1 through 5 with unique clinical descriptions
of severity for each AE based on this general guideline:

" Grade 1 Mild; asymptomatic or mild symptoms; clinical or diagnostic
observations only; no intervention indicated

= Grade 2 Moderate; minimal, local or noninvasive intervention indicated;
limiting age-appropriate instrumental ADL

= Grade 3 Severe or medically significant but not immediately life

threatening; hospitalization or prolongation of hospitalization indicated;
disabling; limiting self care ADL

= Grade 4 Life-threatening consequences; urgent interventionindicated.
" Grade 5 Death related to AE

NCI National Clinical
Trials Network
National Cancer Institute prog




Anemia . Hemoglobin (Hgb) <LLN - 10.0 | Hgb <10.0-8.0g/dL; <6.2 - Hgb <8.0 g/dL; <49 mmol/L; | Life-threatening Death
g/dL; <LLN - 6.2 mmol/L; <LLN | 4.9 mmol/L; <100 - 80g/L <80 g/L; transfusion indicated | consequences; urgent
‘ -100g/L intervention indicated
Definition3A disorder characterized by a reduction in the amount of hemoglobin in 100 mi of blood. Signs and symptoms of anemia may include pallor of the skin and mucous
[mem nes, shortness of breath, palpitations of the heart, soft systolic murmurs, lethargy, and fatigability.
Bone marrow hypocellular Mildly hypocellular or <=25% | Moderately hypocellular or Severely hypocellular or >50 - | Aplastic persistent for longer | Death
reduction from normal >25 - <50% reduction from <=75% reduction cellularity than 2 weeks
cellularity for age normal cellularity for age from normal for age
Definition: A disorder characterized by the inability of the bone marrow to produce hematopoletic elements.
Navigational Note: -
Disseminated intravascular Laboratory findings with no Laboratory findings and Life-threatening Death
coagulation bleeding bleeding consequences; urgent

Navigational Note: -

intervention indicated

Definition: A disorder characterized by systemic pathological activation of blood clotting mechanisms which results in clot formation throughout the body. There is an
increase in the risk of hemorrhage as the body is depleted of platelets and coagulation factors.

Eosinophilia

Navigational Note: -

| >ULN and >Baseline

| -

| steroids initiated

Definition: A disorder characterized by laboratory test results that indicate an increased number of eosinophils in the blood.

| -

I Febrile neutropenia

Navigational Note: -

Definition: A disorder characterized by an ANC <1000/mm3 and
degrees F) for more than one hour.

ANC <1000/mm3 with a single
temperature of >38.3 degrees
C (101 degrees F) or a
sustained temperature of
>=38 degrees C (100.4
degrees F) for more than one
hour

Life-threatening
consequences; urgent
intervention indicated

a single temperature of >38.3 degrees C (101 degrees F) or a sustained temperature of >=38 degrees C (100.4

Death

Hemolysis

Navigational Note: -

Laboratory evidence of
hemolysis only (e.g., direct
antiglobulin test; DAT;
Coombs'; schistocytes;
decreased haptoglobin)

Evidence of hemolysis and
>=2 g decrease in hemoglobin

Transfusion or medical
intervention indicated (e.g.,
steroids)

Definition: A disorder characterized by laboratory test results that indicate widespread erythrocyte cell membrane destruction.

Life-threatening
consequences; urgent
intervention indicated

Death

CANCER
RESEARCH
HETWORK

A SWOG

National Clinical
Trials Network

NC

a National Cancer Institute program

Community Oncology
Research Program

NCI

A program of the National Cancer Institute
of the National Institutes of Health
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Reporting Adverse Events: CTCAE Terms \

e CTCAE terms may not match the expected description of an
observed adverse event. Some examples of common AE terms
and their appropriate CTCAE v5.0 term:

Phneumonia =—————) Lung infection
Thrombocytopeniq === Platelet countdecreased
Shortness of breath == Dyspnea

* Each system categoryincludes an “Other, specify” option in the
rare case there is no term is available for an adverse event (e.g.
COVID-19infection). Please use “other” sparingly!

NCI National Clinical
Trials Network
National | ute prog
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Reporting Adverse Events: Attribution \

The attribution code describes, in the opinion of the
investigator, how likely it is that the adverse event is

due to protocol treatment:

Relationship Attribution

Unrelated to Investigational 1- Unrelated The AE is clearly not related to the
Agent/Intervention intervention
2- Unlikely The AE is doubtfully related to the
intervention
Related to Investigational 3- Possible The AE may be related to the
Agent/Intervention intervention
4- Probable The AE is likely to be related to the

intervention

5- Definite The AE is clearly related to the
intervention

E SWDG CAMCER . - _
e RESEARCH National Clinical Community Oncology
A HETHORR NCI Trials Network NCI Research Program
Institute
alth

a National Cancer Institute program Aprogram
of the




Reporting Adverse Events: Status Code

Some SWOG studies will collect status in addition to grade
and attribution. The status code describes the state of the
adverse event at various points throughout the study.

Status Codes range from 1 to 3:

1 = New
2 = Continues at same or lower grade
3 = Increased grade OR improved then worsened




\

Additional AE Data Collection Items

\

Some additional data items may be collected for AE
reporting purposes:

* Serious?

* Hospitalization?

* s the AE immune-related?

* Onset date

e Resolution date

* Ongoing?

* Action taken with study drug
* Qutcome of AE

* Treatment received for AE?

NCI National Clinical
Trials Network
National Cancer Institute prog




General Rules for AE Reporting \

= Record and report adverse events as they occur

= Report all adverse events, regardless of attribution or clinical
significance

= Avoid using “Other, specify” for reporting, unless no specific
CTCAE term applies

= After each treatment cycle or reporting period, report the most
severe grade experienced, unless otherwise specified in the study
protocol

= Know your protocol and ensure events are reported in the
required timeframe, whether routine or expedited

= \When in doubt, reach out!

ASWOG

NCI National Clinical
Trials Network
National Cancer Institute prog




Questions?

BreastQuestion@crab.org
CancerControlQuestion@crab.org
GlQuestion@crab.org
GUQuestion@crab.org
GYNQuestion@crab.org
LeukemiaQuestion@crab.org
LungQuestion@crab.org

LungMAPQuestion@crab.org > Also refer to the
LymphomaQuestion@crab.org SWOG ORP Manual,
MelanomaQuestion@crab.org available in the CRA
MyelomaQuestion@crab.org Workbench!

RareTumors@crab.org

NCI National Clinical
Trials Network
National Cancer Institute prog




Serious Adverse Event
Reporting

Maggie Spillers, BSN RN
Lead SAE Coordinator

Spring 2022
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Definition of Adverse Event \

= An Adverse Event (AE) is any unfavorable and unintended sign
(including an abnormal laboratory finding), symptom, or disease
temporally associated with the use of a medical treatment or
procedure that may or may not be considered related to the medical
treatment or procedure.

" An AE is a term that is a unique representation of a specific event
used for medical documentation and scientific analyses.

CTCAES.0




\

Serious Adverse Events AES s SAES \

e SAEs are a subset of all adverse events
collected.

* The reporting of SAEs is in addition to,
and does not replace, the necessity of
adequately reporting adverse events on
the case report forms and in the final
results of the clinical trial.

B Serious Adverse Events B Adverse Events

< SWOG =5

NCI National Clinical
Trials Network

a National Cancer Institute program A program
O




Serious Adverse Events

As of April 1, 2018, SAEs will be graded using CTCAE 5.0.
* To obtain a copy of CTCAE 5.0, go to:

ctep.cancer.gov

— Click on Protocol Development.

— Choose Adverse Event/CTCAE From the drop-down menu.
(https://ctep.cancer.gov/protocolDevelopment/electronic_applications/ctc.htm)



https://ctep.cancer.gov/
https://ctep.cancer.gov/protocolDevelopment/electronic_applications/ctc.htm

CTCAE

" Common Terminology Criteria for Adverse Events

" The NCI Common Terminology Criteria for Adverse Events is a
descriptive terminology which can be utilized for Adverse Event (AE)
reporting. A grading (severity) scale is provided for each AE term.

ASWOG =5

N CI National Clinica
Trials Network

a Nationa | Cancer Institute program  Aprogra m r Institute
of the Health



Adverse Event Grade

" Grade refers to the severity of the AE.

" The CTCAE displays Grades 1 through 5 with unique clinical
descriptions of severity for each AE.

CTCAES.0

ASWOG =5

NCI National Clinica
Trials Network
a National Cancer Institute program  Aprogra m r Institute
of the National Institutes of Health
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CTCAE Adverse Event Grades \

- Mild; asymptomatic or mild symptoms; clinical or diagnostic
observations only; intervention not indicated.

" Grade 2 - Moderate; minimal, local or noninvasive intervention indicated; limiting
age-appropriate instrumental ADL*.

" Grade 3 - Severe or medically significant but not immediately life-threatening;

hospitalization or prolongation of hospitalization indicated; disabling; limiting self
care ADL**,

" Grade 4 - Life-threatening consequences; urgent intervention indicated.

- Death related to AE.

A SWOG =




SAE Reporting Criteria Can Be Found

Section8 OR Section 16.1

\

A



SAE Reporting Table

Example of SAE
Reporting Criteria for
Investigational Agent

ASWOG =5

FDA REPORTING REQUIREMENTS FOR SERIOUS ADVERSE EVENTS (21 CFR Part 312)
NOTE: Investigators MUST immediately report to the sponsor (NCI) ANY Serious Adverse Events, whether or
not they are considered related to the investigational agent(s)intervention (21 CFR 312.64)

An adverse event is considered serious if it results in ANY of the following outcomes:

1) Death

2) Alife-threatening adverse event

3) An adverse event that results in inpatient hospitalization or prolongation of existing hospitalization for
=24 hours

4) A persistent or significant incapacity or substantial disruption of the ability to conduct normal life
functions

5) A congenital anomaly/birth defect.

6) Important Medical Events (IME) that may not result in death, be life threatening, or require
hospitalization may be considered serious when, based upon medical judgment, they may jeopardize
the patient or subject and may require medical or surgical intervention to prevent one of the outcomes
listed in this definition. (FDA, 21 CFR 312.32; ICH E2A and ICH EG).

ALL SERIOUS adverse events that meet the above criteria MUST be immediately reported to the NCI via
CTEP-AERS within the timeframes detailed in the table below.

Fre e Grade 1 Grade 2 Grade 4 & 5
Hospitalization T s T Grade 3 Timeframes Timeframes
Resulting in
Hospitalization 10 Calendar Days
=24 hrs 24-Hour 5
Calendar
Mot resulting in Days
Hospitalization Mot required 10 Calendar Days
=24 hrs

NOTE: Protocol speciﬂc EXCEDtiOI'lS to expedited reporting of serious adverse events are found in the
Specific Protocol Exceptions to Expedited Reporting (SPEER) portion of the GAEPR or Section
16.11.

Expedited AE reperting timelines are defined as:
o “24-Hour; 5 Calendar Days” - The AE must initially be reported via CTEP-AERS within 24 hours of
leaming of the AE, followed by a complete expedited report within 5 calendar days of the initial
24-hour report.

o 10 Calendar Days" - A complete expedited report on the AE must be submitted within 10 calendar
days of leaming of the AE.

'Serious adverse events that occur more than 30 days after the last administration of investigational
agent/intervention and have an attribution of possible, probable, or definite require reporting as follows:

Expedited 24-hour notification followed by complete report within 5 calendar days for:
e All Grade 4, and Grade 5 AEs

Expedited 10 calendar day reports for:
* Grade 2 adverse events resulting in hospitalization or prolongation of hospitalization
+ Grade 3 adverse events

National Clinical
Trials Network

NC

a National Cancer Institute program

NCI

Community Oncology
Research Program

A program of the National Cancer Institute
of the National Institutes of Health



SAE Reporting Table

Example of SAE Reporting
Criteria for Commercially
Available Agent

Grade 4, Unexpected, and
Possibly, Probably, Definitely
Related

OR
Grade 5

ASWOG =5

ATTRIBUTION Grade 4 Grade 59
Unexpected Expected Unexpected Expected

Unrelated
nreiated or CTEP-AERS CTEP-AERS
Unlikely
Possible,
FProbahle, CTEP-AERS CTEP-AERS CTEP-AERS
Definite

CTEP-AERS: Indicates an expedited report is to be submitied via CTEP-AERS within 10 calendar days
of leaming of the event™.

d This includes all deaths within 30 days of the last dose of treatment with a commercial agent(s),
regardless of attribution. Any death that occurs more than 30 days after the last dose of
treatment with a commercial agent(s) and is attributed (possibly, probably, or definitely) to the
agent{s) and is not due to cancer recurrence must be reported according to the instructions

dabove.

b Submission of the on-line CTEP-AERS report plus any necessary amendments generally
completes the reporting requirements. You may, however, be asked to submit supporting clinical
data to the Operations Office in order to complete the evaluation of the event. If requested, the
specified data should be sent within 5 calendar days by fax to 210-614-0006.

N CI National Clinical
Trials Network

a National Cancer Institute program

NCI Community Oncology
Research Program

A program of the National Cancer Institute
of the National Institutes of Health




16.1  Adverse Event Reporting Requirements | =

Additional Reporting —

R f. Additional Instructions or Exceptions to CTEP-AERS Expedited Reporting
ReqU|rementS Requirements for Phase 1 and Early Phase 2 Studies Utilizing an Agent
under a CTEP-IND:

1) Group-specific instructions.

A SuU bSECtIOn that may Submission of the on-line CTEP-AERS report plus any necessary
_ . amendments generally completes the reporting requirements. In
Conta|n |nf0rmat|0n on addition, you may be asked to submit supporting clinical data to the

SWOG Operations Offices in order to complete the evaluation of the

events that are exceptions event. If requested, the supporting data should be sent within 5
calendar days by fax to 210-614-0006. Supporting clinical data

i i bmitted should include:
to eXpEd|tEd reportlng dS = Tlttepﬁit:; colg; Lcl:lf?he first page of the CTEP-AERS Report.

We” as events that requ”-e « Copies of clinical sourced documentation of the event.

» |If applicable, and they have not yet been submitted to the

eXpEdItEd reportlng ﬁ‘;‘fEEGaEdE:rt;r r?;?é:t?fngegtehﬁter copies of Off Treatment
regardless (AESI)

2) The adverse events listed below also require expedited monitoring for

> this trial:

v  Thromboembolic events, any Grade regardless of attribution

3) For study arm(s)[applicable study arm(s)], the adverse events listed
below do not require expedited reporting via CTEP-AERS:

» = Grade 4 myelosuppression
» = Grade 4 Infection

L x | CHMCER . o :
g SWOG EIEjEﬂ..I.D‘Q:KH NCI Community Oncology

Trials Network Research Program

a National Cancer Institute program

A program of the National Cancer Institute
of the National Institutes of Health



Link to NCI
Guidelines:
Adverse Event

SPEER

51826
Page 30
Version Date 04/02/2021

Adverse Events with Possible
Relationship to Nivolumab

(CTCAE 5.0 Term)
[n= 2069]

Specific Protocol
Exceptions to Expedited
Reporting (SPEER)

Likely (-20%) | Le53 Likely

Rare but Serious
(<3%)

Eve disorders - Other
(optic neuritis
retrobulbar)?

Eve disorders - Other

(Vogt-Koyanagi-

Reporting

Requirements

CANCER
RESEARCH
HETWORE

< SWO0G

Harada)
Uveitis
GASTROINTESTINAL DISORDERS
Abdominal \Abdominal pain (Gr 2)
pain
Colitis®
Colonic perforation®
Diarrhea Diarrhea (Gr 3)
Dry mouth Dry mouth (Gr 2)
Enterocolitis
Gastritis
Mucositis oral
Nausea Nausea (Gr 2)
Pancreatitis*

N CI National Clinical
Trials Network

a National Cancer Institute program

NCI Community Oncology
Research Program

A program of the National Cancer Institute
of the National Institutes of Health


http://ctep.cancer.gov/protocolDevelopment/electronic_applications/docs/aeguidelines.pdf
http://ctep.cancer.gov/protocolDevelopment/electronic_applications/docs/aeguidelines.pdf

\

Reporting a Death \

Any death while on treatment or within 30 days of the last dose of
study agent must be reported via expedited reporting (CTEP-AERS).

CTCAE Terms:

e Death Attributable to CTCAE Term

e Death, NOS [If it cannot be attributed to a CTCAE term associated with Grade 5]
* Sudden Death NOS

* Disease Progression

NCI "l:l tllorl':ltcv:rmiial
a




Pregnancy Reporting

Refer to SAE Reporting Section of the Protocol

* Report via CTEP-AERS

* NCI Pregnancy Reporting Form must also be completed.
» NCI Pregnancy Reporting Form

CTCAE Terms:
* Pregnancy (Study Participant)

* Preghancy Loss

e Death Neonatal



https://ctep.cancer.gov/protocolDevelopment/electronic_applications/docs/PregnancyReportFormUpdated.pdf

\

A secondary malignancy is a cancer caused by treatment for a previous malignancy (e.g.,
treatment with investigational agent/intervention, radiation or chemotherapy). A secondary
malignancyis not considered a metastasis of the initial neoplasm.

Secondary Malignancies

SWOG requires all secondary malignanciesthat occur following treatment with an agent
under a Non-NCI IND to be reported via CTEP-AERS. Three options are available to
describe the event.

« Leukemia secondary to oncology chemotherapy (e.g., Acute Myelocytic Leukemia [AML])

» Myelodysplastic syndrome (MDS)

» Treatment-related secondary malignancy

Any malignancy possibly related to cancer treatment (including AML/MDS) should also be
reported via the routine reporting mechanisms outlined in each protocol.

NCI Community Oncology
Research Program

= : CAHCER ' -
XSW0G

a National Cancer Institute program

A
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Second Malignancies

Second Malignancy: A second malignancy is one unrelated to the treatment
of a prior malignancy (and is NOT a metastasis from the initial malignancy).
Second malignancies require ONLY routine reporting unless otherwise
specified.

Any malignancy possibly related to cancer treatment (including AML/MDS)
should also be reported via the routine reporting mechanisms outlined Iin
each protocol.

A SWOG =

A
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How to Report an SAE \

SAE Reporting is done electronically through CTEP-AERS.

* For older protocols, SAE reporting should be done directly in CTEP-
AERS.

* For newer protocols using the RAVE/CTEP-AERS integration, the
report will be generated through RAVE, then completed in CTEP-
AERS.




CTEP-AERS Home Page

Link to CTEP-AERS Home Page

) NATIONAL CANCER INSTITUTE

Announcements

March 25, 2020:

Document COVID-19 related adverse events as follows:
Infections and infestations - Other, specify
Specify = COVID-19

Click here for additional details.

September 20, 2021:

Rave/CTEP-AERS Integrated Studies: CTEP-AERS direct reporting (bypassing
Rave and starting a report directly in CTEP-AERS) is no longer zllowed. Please log
into Rave, proceed with your AE reporting and use the hyperlink to access CTEP-
AERS for SAE reporting. If you experience any technical issues while initiating the
SAE report, please contact the CTSU Helpdesk at ctsucontact@westat.com or by
phone at 1-888-823-5923 immediately.

Click here for additional details.

Welcome to the Cancer Therapy Evaluation Program's Adverse Event
Reporting System (CTEP-AERS).

CTEP-AERS is available to submit expedited adverse event reports for all CTEP-
sponsored clinical trials and Division of Cancer Prevention (DCP) trials.

CANCER
RESEARCH
HETWORE

< SWO0G

CTEP-Adverse Event

CTEPA ERS
o

Help

CTEP-IAM NIH

Username:
FAMSS0

Password:

This warning banner provides privacy and security notices consistent with applicable federal laws, directives, and other federal guidance for
accessing this Government system, which includes (1) this computer network, (2) all computers connected to this network, and (3) all devices and
storage media attached to this network or to a computer on this network.

This system is provided for Government-authorized use only.

Unauthorized or improper use of this system is prohibited and may result in disciplinary action and/or civil and criminal penalties. Personal use of
social media and networking sites on this system is limited as to not interfere with official work duties and is subject to monitoring.

By using this system, you understand and consent to the following: The Government may moniter, record, and audit your system usage, including
usage of personal devices and email systems for official duties or to conduct HHS business. Therefore, you have no reasonable expectation of
privacy regarding any communication or data transiting or stored on this system. At any time, and for any lawful Government purpose, the
government may monitor, intercept, and search and seize any communication or data transiting or stored on this system. Any communication or
data transiting or stored on this system may be disclosed or used for any lawful Government purpose.

I Agree and Logon Reset I

Forgot Password? Reset Password? Annual Registration Request New Account

National Clinical
Trials Network

NC

a National Cancer Institute program

Community Oncology
Research Program

A program of the National Cancer Institute
of the National Institutes of Health


https://ctepcore.nci.nih.gov/ctepaers/security/login

\

CTEP-AERS Report Pathways \

e 24-Hour Pathway
* 24-Hour Notification Report
e Complete Report due in five Calendar Days

10 Calendar Day Report

**Regardless of pathway, the CTEP-AERS system will send reminder
emails to sites as long as the report remains pending in the system.




CANCER
RESEARCH

ASWOG =

f?l"\ Cycle 04 Patientl[.‘l:-
= Treatment

= Treatment: Dose Mods || Su bject: I
Due to AE Page: Treatme

| « Adverse Events: :
> Ascessment Instruction
| > |« Adverse Events: Report Has the pa
?
| > %, Expedited Reporting protocol)*
Evaluation TREATMEI

NCI National Clinical
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Su bject:-

Form Instructions

Page: Adverse Events: Report - Cycle 04

* Start date of this course/cycle

* Start date of first course/cycle (derived)

* Red asterisk before a field denotes that it is required by the system for rules evaluation.

./

12May 2021 @ ¥ &

17Feb2021 @ ¥ &

“Adverse
“Adverse | event grade o . Congenital . “AE |,
#  eventterm| description AL Treat!nent Ifyes_, Hospitalization L|fe-_ DeathDisability anomaly/birth . Reqmre_d LBl entry Al
tostudy | received concomitantNone threatening intervention Otherrecommended zone
JElE 2 : intervention for this AE agent name 2L (derived) d?“’ (derived)
v5.0) (first 120 - : (derived)
characters)
< _
Neutrophil gﬁf%?ﬁ?? ggzﬁegz Eastern |
1 | count ' | Definte~ | No _ v/ Yos~ Standard @ §
decreased | 1-0- 09X “13 e
10e9 /L PM
(2) Moderate 25 Sep
o T Eastern
Pain in pain; limiting ) a 202102 -
2 extremity | instrumental Unlikely No - v No 4759 %t:]r;dard ©/
ADL PM

< SWO0G

CANCER
RESEARCH
HETWORE

NCI

Trials Network

a National Cancer Institute program

National Clinical

NCI

INSTRUCTIONS: After entering new or modified data in the table above, adverse events must be submitted to CTEP-AERS for rules evaluation by saving the Expedited Reporting Evaluation CRF in Rave.

Community Oncology
Research Program

A program of the National Cancer Institute
of the National Institutes of Health



Subject:

|ﬁ}_ OS1900E|— (] Cycle 11| [ ] Expedited Reporting Evaluation

Subject: I
Page: Expedited Reporting Evaluation - Cycle 11 [‘& §

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 sc
are entered on the same ticket.

Course/Cycle # 11 Gwd

Send all AEs for evaluation m o 0 ¥ &

Recommended action for report

[T An expedited report is RECOMMENDED. If the Investigator believes an expedited report is
nat warranted, (e.g., per protocol, commercial agent/arm, medical judgement, etc ), edit the CREATE c‘ - @
'Recommended action for report’ field to indicate 'NONE' [QC018]
Openad To Site from Swstem (24 Jan 2022)

(O] Click this link to complete the safety report

Report 1D REP0231796= O ¥
Recommended report type CTEP 10 Calendar Day SAE Report ¢ ¥ &]
Report due by Thursday, February 3,2022 (@ % &

Printable Version View PDF lcon Key
CRF Version 2939 - Page Generated: 26 Jan 2022 15:35:01 Central Standard Time

CANCER

RESEARCH National Clinical Community Oncology
HETHTRE NC Trials Network NCI Research Program
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Adverse Events: Report

“What is
the - .
*Adverse e e Disability Congenital Other What
AEd::'rlste event dei{;r:j:gnn Start End Relaﬁnnship"n?il::itt?:ﬁ;:m" Life Death or Anomaly | Serious |action was SAE report “Date/Time
(Verbatim L toxicity? Date [:Iﬂte'D"g'[:'i"'gl to Study rolonged) Threatening Permanent or Birth - (Important taken with "AE Number recomme!-]nded of
torm) | (CTCAE : Treatment 5P ° 09 2| Damage = Defect = Medical  study Collection
va.0) (first 120 . Events) treatment?
characters)
. 20 26 Oct
Back Back {1) Mild Dose Not | AEDG- S
Pain  |pain | pain L N L L i = Changed | 8D42262B58D84E7DB39AF2E673BDF34 NO EE L
2021 44 31 PM
(3)
Shaortnass
20 Drug 24 Jan
D'_I,I'SFIFIEEI of breath at o & & o & & AE11- &
dyspnea | & rest; Jan, = |Yes |Unrelated Yes No No | No No No Interrupted| yoFDATF92CF CAES882D38F 8507685653 Yes A
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care i i
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Subject 222333
Study (51203) A Randomized Phase Ill Study of Standard Cytarabine Plus Daunorubicin {7 +3) Therapy or ldarubicin with Hi...

CoursefCyde/ ARM 2 (Induction and Re-Induction (Cycle = 28 days).<BR>AraC: 1500mg/m2 fday continuous IV infusion on days 1...
Intervention

An action is NOT recommended.

Based on the data you have entered and the rules enabled for this study, expedited reporting is not required.

Possible exceptions (please consult your protocol for specific expedited reporting requirements):

# Commercial 2gent only studies

& Studies utilizing one of the legacy AE Reporting tables (those that incorporate expectedness and attribution into the table)

# Advarse events that occurred more than 30 days after the last administration of investigational agent/intervention or =110 radioactive
half-lives for PET or SPECT 2gents

Platelet count decreased: Thrombooytopenia |, 3- <50,000 - 25 000 /mm3; <500 — 25_0-<50,000 — 25 000/mm3; <500 - 25 0 x 10e9 fL

Available Actions

Based on the data you have entered and the rules enabled for this study, expedited reporting is not required. If you believe expedited
reporting is warranted, click "Override’ and select the report you wish to complete.
Owverride

Adverse Events

L% CHHCER
IZ SWOG |REEEM’:"I NC National Clinical
HETHORE Trials Network

a National Cancer Institute program

NCI Community Oncology
Research Program

A program of the National Cancer Institute
of the National Institutes of Health
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Attribution

RELATIONSHIP

Unrelated to Investigational
Agent / Intervention

Related to Investigation
Agent / Intervention

CANCER
RESEARCH
HETWORE

ATTRIBUTION DESCRIPTION

Unrelated

Unlikely

Possible

Probable

Definite

The AE is clearly NOT Related to
the intervention

The AE is Doubtfully Related to the
intervention

The AE May be Related to the
intervention

The AE is Likely Related tothe
intervention

The AE is Clearly Related to the
intervention

NC National Clinical
Trials Network

a National Cancer Institute program

NCI Community Oncology
Research Program

A program of the
of the Natioh:




\

Attribution Error \

+ The adverse event, 'Infections and infestations - Other: Treating for
cellulitis., ' s not attributed to a cause. An attribution of possible or

Each adverse event higher must be selected for at least one of the causes.

must have at least one

attribution of Possible,

Probable, or Definite. + Each Adverse Event needs one or more attributions of Possible,
Probable, or Definite. An adverse event that resulted in death with AE
term Death NOS, Sudden death NOS, Fetal death and Death
neonatal Is considered exempt from this requirement.
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Attribution \

Additional information entered in any of the following CTEP-
AERS sections will result in an attribution assignment being
required:

* Treatment agent(s)

* Cancer

e Concomitant Medication
e Contributing Cause
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Creating an Amendment \

Course Information

Start date of first course : 21-NOV-2019
One T[Cket Start date of course associated with
Expedited Report : 18-NOV-2021
p er Start date of primary AE : 06-DEC-2021
CO urSE/CyCle End date of primary AE :
Course Number on which event(s) occured : 27 <:|
Total number of courses to date : 27

Was Investigational Agent(s)
administered on this Study?: Yes

= CANCZER
\ SWOG | RESEARCH NCI National Clinical NCI Community Oncology
|Z". HETHORE Trials Network Research Program
Apro H’ca t| i

a National Cancer Institute program
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ltems To Keep In Mind

* Expedited reporting should be done based protocol-specified criteria. If the
automated recommendation in RAVE does not match the protocol, follow the
protocol.

* Sites can email adr@swog.org or call 210-614-8808 anytime with SAE
guestions.

* If sites are amending a CTEP-AERS report and find an item/section that is unable
to be changed (greyed out), this indicates the information is derived from RAVE.
The data must be changed directly in RAVE.

* The Expedited Reporting Evaluation form must always be run. Anytime the data
in a cycle is changed, this evaluation should be re-run to ensure no changes are
needed to an existing CTEP-AERS report.

A


mailto:adr@swog.org

Reporter/Submitter

Reporter Information Section
* Reporter Name/Email/Phone
e Submitter Name/Email/Phone

This is the information SWOG uses to make contact for supporting document
requests, amendments, and query requests. Sites should ensure the contact
information listed is accurate and current.

e Check CTEP-IAM account

* Email member@swog.org

A SWOG =
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Provide Resolution \

For each CTEP-AERS report submitted, sites should provide resolution
for the event(s) reported.

Resolution Updates:

* Provide End Date of AEs

* Update Event Description with any Follow-Up information
e Update Subject Status
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Supporting Documentation \

For some protocols where SWOG holds the IND, supporting
documentation will be requested to support the CTEP-AERS report.

Once requested, Supporting Documentation should be submitted by
email to the SWOG Operations Office (adr@swog.org) within 5 days.
* This is a separate submission from any documentation sent to NCI/CTEP.

e Submission Instructions will be contained in the email request you will receive
from the SAE Program.
* Ensure all documents are redacted to protect patient privacy.

A SWOG =
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SAEs and Audits \

* SAEs Reported Late

* |f no date of discovery is provided, SWOG uses the date of the report minus
the date of event to determine late reporting.

* |f a date of discovery exists, please enter it in CTEP-AERS Section 3: Describe
Event.

e SAEs Reportable to Local Institutional Review Board (IRB)
* Varies due to local IRB guidelines. Check with your IRB.

* SAEs Reportable to Central Institutional Review Board (CIRB)
e Use the CIRB algorithm to determine reporting.

A SWOG =



https://www.ncicirb.org/institutions/institution-quickguides/managing-study/algorithm-to-assess-a-potential-unanticipated-problem

\

SWOG SAE Reporting Summary \

e Consider the possibility that any AE could be reportable as an SAE.

* If indicated, initiate a CTEP-AERS Report within the protocol-specified
number of days.

* Reports will be initiated in RAVE for newer protocols.
* Reports will be initiated in CTEP-AERS for older protocols.

* Send supporting documentation as requested.
* Forselect SWOG protocols, SWOG will request documentation directly.
e For other protocols, NCI will request documentation.

A SWOG =
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SWOG SAE Program Contacts \

e General email: adr@swog.org

* Maggie Spillers, Lead SAE Coordinator
Phone: 210-817-4008
email: mspillers@swog.org

e Patti Felts, SAE Coordinator
Phone: 210-614-8808 extension 1015

email: pfelts@swog.org



mailto:adr@swog.org
mailto:mspillers@swog.org
mailto:pfelts@swog.org

Resources and Support \

* For Information on CTEP-AERS application

— Click on Protocol Development.

— Choose Adverse Event/CTCAE From the drop-down menu.
(https://ctep.cancer.gov/protocolDevelopment/electronic _applications/ctc.htm)

* NCI Guidelines for Investigators: Adverse Event Reporting Requirements

* SWOG Policy #23 available on swog.org



https://ctep.cancer.gov/protocolDevelopment/electronic_applications/ctc.htm
http://ctep.cancer.gov/protocolDevelopment/electronic_applications/docs/aeguidelines.pdf
https://www.swog.org/sites/default/files/docs/2018-08/Policy23.pdf
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Resources and Support

CTSU Helpdesk - General Inquiries
Email: CTSUContact@westat.com
Phone: (888) 823-5923

CTEP-AERS Medical Questions / Help:
Email: aemd@tech-res.com

Phone: (301) 897-7497

Fax: (301) 897-7404

CTEP-AERS Technical Questions / Help:
Email: ncictephelp@ctep.nci.nih.gov
Phone: 1-888-283-7457 or 301-948-2242

N CI National Clinical
Trials Network



mailto:CTSUContact@westat.com
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Quality Assurance Program

Elaine Armstrong, MS
Quality Assurance Manager
Spring 2022
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Purpose of the audit program \ \

* Verify study data that could affect the interpretation of
primary study endpoints by checking compliance to protocol
and regulatory requirements and accuracy of submitted data

e Assessment of trial related activities and documents for
adherence to Good Clinical Practice (GCP)

* Provide educational support for data quality and data
management practices

\ CCCCCC
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Scheduling of Audits \

* New LAPS, Members, NCORPs — within 18 months of first
patient registration

* New affiliates, components — at next parent institution audit

* Institutions audited at least once every three years but
remain at risk for more frequent audits

* FDA registration studies — more frequent monitoring

\ CCCCCC
RRRRRRRR
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FDA Registration Study Site Visits

e S1400, LUNGMAP — initial audit at three months after first
registration to a sub-study, then every six months

e S1418, S1806, S1914 - initial audit at six to nine months
after first registration, additional site visits dependent on
accrual

\ CCCCCC
RRRRRRRR
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On-Site Versus Off-Site Audits \

On-site
* LAPS / Main Member / NCORP
* Component / affiliate with large accrual

* FDA registration study site visits for sites using
investigational agents to include on site pharmacy review

Off-site

* Most NCORP components and Main Member affiliates
audited off site with parent institution

* Majority of audits currently remote due to Covid-19

\ CCCCCC
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Notification Process \

* Scheduled three to four months prior to the audit.

* Formal notification/case list by email four to six weeks prior
to the audit.

* Includes detailed instructions on how to prepare for the
audit and Site Questionnaire for audit planning.

CANCER
RESEARCH
NETWORK
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The Audit Team

* QA representative
* One or more Nurse or CRA auditors
* NCI-CTMB observer occasionally in attendance

CANCER
RESEARCH
NETWORK
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Site Representatives

* CRAs

* Research Nurses

* Principal Investigator or designate
* Regulatory Representative

* Pharmacy staff

CANCER
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Audit Process
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Research Program
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Audit Process \

* Regulatory review (IRB, consent form content and Delegation
of Task Log/Site Authority Log)

* Investigational drug accountability (drug accountability,
pharmacy visit)
* Patient case review

CANCER
RESEARCH
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Regulatory Audit \

* IRB: Regulatory documents for all protocols on the case list
plus one to two long term follow-up protocols

* Informed consent content: minimum of four consents
* Delegation of Task Log (DTL) and Site Authority Log
* Trial Master File (TMF): FDA registration studies

\ CCCCCC
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IRB Audit — Local IRB \

e Approvals: initial and continuing reviews, protocol updates
* Reportable external Safety Reports and internal SAEs

* All versions of IRB-approved consent forms or a
comprehensive list

* SOPs for alternative procedures (e.g., submission of
unanticipated events only)

CANCER
RESEARCH
NETWORK
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IRB Audit — CIRB \

 Documentation that CIRB is the IRB of record (Study SpecifTic
Worksheet approval)

* Approved boilerplate language for ICFs

* Date of local implementation of protocol updates and
consent versions

e Submission of unanticipated events (e.g., reportable local
SAEs)

* NO COPIES OF CIRB APPROVAL DOCUMENTS REQUIRED

\ CCCCCC
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Consent Form Content \

 Compared to model consent

e Contains all elements required by federal regulations

* Updated by protocol modifications

* Specimen banking/optional studies questions same as model

* CIRB sites: identical to approved boilerplate merged with
model

CANCER
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Delegation of Task Log \

* Site Authority Log (delegation of authority, signatures,
handwriting samples) for key research personnel to cover all NCl
sponsored studies

* Delegation of Task Log (CTSU website)
o S1418
S1806
51914
LungMap sub-studies
All registration studies
All new studies that use investigational agents

O O O O O
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Trial Master File \

* Protocol

* Regulatory documents

* CLIA Certificates and list of normal lab values/range

* List of local SOPs

e Site training documents (GCP, protocol specific, etc.)
 Placeholder for centrally filed documents (e.g., CVs, 1572s)

CANCER
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Investigational Drug Accountability

* Review of Drug Accountability Record Forms: NCI DARF or
NCI Oral DARF required for all studies using investigational
agents

e Control and satellite records

* Complete and timely entries

* Good documentation practices

e Patient returns documented on Oral DARF

\ CCCCCC
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Investigational Drug Accountability \

* Shipping receipts, transfer and return forms

* Unused or expired drug returned or destroyed within 90
days of end of use

* No substitution of commercial drug for investigational
agent

CANCER
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Investigational Drug Accountability \

* Cross reference DARFs against patient records to verify dose
and dates of dispensing

* SOP for authorized prescriptions (ordering investigator must
have active CTEP account)
* On-site audits: Tour of pharmacy
e Assess security and storage conditions
* Verify physical inventory

\ CCCCCC
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Patient Case Review \

e 10% of SWOG and CTSU accrual
 10% of treatment and cancer control cases

* Minimum of one case for each non-SWOG FDA registration
study

e Minimum of three cases
* One unannounced case for on-site audits

CANCER
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Patient Case Review: Categories

* Informed consent

* Eligibility

* Treatment administration
 Disease / endpoint assessment
* Toxicity assessment

* General data quality

CANCER
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Case Review: Categories \

Chart preparation
* Shadow chart is acceptable

 Recommended chart organization: Consent and screening/eligibility,
then chronological by cycle / reporting period - H&P, labs,disease
assessments, etc.

* Color coded flagging

e Specimen submission documents flagged (print out of specimen
tracking documents)

* |f auditor will review records in EMR, EMR Source Documentation
Locator Form must be completed prior to the audit

CCCCCC

A SWOG
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Informed Consent \

* Most current version signed prior to registration
* Contains all required signatures
* Informed of new findings in a timely manner

* Specimen banking/optional studies offered and intent
reported correctly in OPEN at time of registration

* HIPAA authorization signed

CANCER
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Eligibility \

* Verify diagnosis by review of pathology or other diagnostic
reports.

e Review medical history for exclusion criteria.

* Verify pre-study assessments meet protocol requirements
and performed within specified time limits.

* Eligibility affirmation signed.
* NO EXCEPTIONS GRANTED.

\ CCCCCC
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Treatment Administration \

* BSA / dose calculations verified
* Verification of both drug orders and drug administration
* Appropriate dose modifications

 Patient diaries or other supporting documentation of
compliance to oral medications

 Documentation to support delays or deviations in treatment

CANCER
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Endpoint Assessment \

* Disease/endpoint assessments performed per protocol

* Review of radiology reports, pathology reports, lab reports,
records of physical examinations, etc.

 Same method of measuring the disease at baseline and at
each assessment

* Tumor measurements documented
e Off treatment follow-up conducted per protocol

CANCER
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Adverse Event Assessment \

* Required baseline and follow-up studies performed

* Grade and attribution of AEs documented, signed off by
investigator/qualified practitioner

 Documentation of immune-related status, if applicable
* Adverse events reported appropriately.
* Serious Adverse Events (SAEs) reported in a timely manner

\ CCCCCC
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General Data Quality \

* Adequate source documentation

e Data accurately reported on the data collection forms

* Timely submission of data

* Specimens/images/questionnaires submitted per protocol
* Good documentation practices
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Exit Interview \

* Meet with Pl and staff
* Summarize findings

* Clear up any questions

* Preliminary Report indicating any major deficiencies
submitted within one working day to the NCI

CANCER
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Audit Ratings \

* Acceptable
* See you in three years

* Acceptable, Follow-up Needed

* A written response including a corrective and preventive
action plan must be submitted.
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Audit Ratings \

Unacceptable

* A written response including a corrective and preventive
action plan must be submitted.

* Repeat audit within 6 - 12 months.

* If repeat offender: Site Improvement Plan required / possible
suspension of registration privileges.
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Some Helpful Hints \

* Take lots of notes, sign and date them

* No white out

* Keep records on a real-time basis

* Document height and weight and performance status

* Keep logs for tracking adverse events, concomitant medications

CANCER
RESEARCH
NETWORK

A SWOG

N CI National Clinica
Trials Network
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Some Helpful Hints \

* Conduct secondary review of eligibility prior to registration.
* Look at an audit as a “Positive Learning Experience.”

* Include Affiliate/Component staff in the audit process.

* Conduct internal audits, training.

* Use reports on CRA Workbench.
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Additional Resources

* SWOG website (https://swog.org : QA/Audits)
* Best Practices guidance document

* SWOG regulatory guidance
* Patient chart review guidance
* Investigational drug videos / PMB policies

\ CCCCCC
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https://swog.org/

\

Additional Resource on SWOG website \

* Guidance on record retention

e Guidance on reporting protocol deviations (in process)
* Internal QA audits

* Site Authority Log

* Links to NCl and PMB

* TMF requirements for FDA registration trials

\ CCCCCC
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Questions?
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SPECIMEN TRACKING SYSTEM



SPECIMEN TRACKING SYSTEM
(SPEC TRACK OR STS)

Also known as “Spec Track™ or “STS”
Web based program
Resolving expectations

Accessibility




HISTORY OF STS

First released in November 2003
50221 was the first study to use STS

It's been |8 years
All current SWOG studies use STS




DIFFERENT
VERSIONS/IMPROVEMENTS

Study specific specimen options
Pre-populated lab information
Specimen manager

Assay results




DOES MY STUDY USE STS?

Section |5.0 (Special Instructions)
The consent form

Rarely, section 12.0 (Discipline Review)




GUIDES AND TUTORIALS

Protocol
Written instructions
Training module

Data Coordinators
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CRA Workbench Home

Patient Management
OPEN Patient Registration

SLAI Registration

Rave Data Submigsion

Ore_Rave Dats b= sion

Specimen Tracking

SAE Reporting
Planned Unblinding

Resources
Reports
ORP Manual

Tools of the Trade

Training
CRA Newsletter

SWOG Group Meetings

SWOG QA/Audits

CTS5U Members Page

Join the CRA Mailing List!

Contact Us

Welcome to your Workbench!
. | T
® Hello Sean O'Bryan! _.m

You are a web user for the following institutions:
SWOG Statistical Cir

— -

CRA Newsletter

What's New!

11/15/2019
Several updates have been made to Specimen Tracking. Some of the changes are behind the scenes and there are a few fo bring to your attention:

1. The "Log a Specimen” page now indicates which specimens have either been (a) logged or (b) reported as unsubmittable. Please note that even if the specimen
has been logged or reported as unsubmittable, you can still choose that specimen again if needed.

2. For 51418 and 51613, the Registration Step 1 specimens are now labeled “Screening”, to differentiate them from the "Baseline® specimens at Step 2.

3. On the "Motify that a Specimen Cannot be Submitted” page, you can now select more than one specimen at a time. Previous notifications are now under a “View
previous notifications” link at the bottom of Step 1.

4. Other changes include the addition of Registration Step to the "Specimen Manager® page, the change of “Instructions™ to "“Comments” where applicable, and on
the “View and Update Contacts® link, an email address is now required for all contacts.
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You are currently using the Production System. If you would like to logon on to the Test system, click on th

Test Specimen Tracking ink.

Site Users Lab Users
All site users (both SWOG members and Non-SWOG Members) must log on to the SWOG Specimen Tracking using your CTEP IAM  All lab/repository users log on to the SWOG Specimen Trackin
username and password. Roster ID Number and password.
Username: -

MM-SSO SWOG Roster ID Number: | Passwol
Password: I forgot
This warning banner provides privacy and security notices consistent with applicable federal laws, directives, and other federal guidance for Reset m

accessing this Government system, which includes (1) this computer network, (2) all computers connected to this network, and (3) all devices Logon
and storage media attached to this network or to a computer on this network. ‘—I

This system is provided for Government-authorized use only.

Unauthorized or improper use of this system is prohibited and may result in disciplinary action and/or civil and criminal penalties. Personal use
of social media and networking sites on this system is limited as to not interfere with official work duties and is subject to monitoring.

By using this system, you understand and consent to the following: The Government may monitor, record, and audit your system usage,
including usage of personal devices and email systems for official duties or to conduct HHS business. Therefore, you have no reascnable
expectation of privacy regarding any communication or data transiting or stored on this system. At any time, and for any lawful Government
purpose, the government may monitor, intercept, and search and seize any communication or data transiting or stored on this system. Any
communication or data transiting or stored on this system may be disclosed or used for any lawful Government purpose.

| I Agree and Logon

Forgot Password? Reset Password? Annual Registration Request New Account

Copyright © 1998-2019 CRAB - All rights reserved. 04/05/2019 09:49:21 Pacific Time (US & Canada)
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Please select the institution for which you are acting
Institution:

CIRB-PA042 - NCICIRB - Penn State College o (25314)

Go! PAQ37 - ECOG-ACRIN - Mount Nittany Medica (11846)

- PAD41 - ECOG-ACRIN - Carlisle Hospital Ca (19083)
copyriont © 194 PAD42 - ALLIAN - Penn State Milton S (19497)

All rights PAQD42 - ALLIANCE - Penn State Milton S (15632)
PAD42 - CTSU - Penn State Milton S. (13118)
PAD42 - ECOG-ACRIN - Penn State Milton S (11843)
PAD42 - NCICIRB - Penn State Milton S (21411)
PAD42 - NRG - Penn State Milton S (15640)
PAD42 - P2C-CA189 - Penn State Milton S (21721)
PAD42 - SWOG - Penn State Milton S. (13036)
PAQ43 - ECOG-ACRIN - Lewistown Hospital (13076)
PA0D55 - ECOG-ACRIN - Lehigh Valley Hospit (12254)
PA108 - ECOG-ACRIN - Saint Joseph Medical (13053)
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Instructions

Chooser

Submitted

Contact Us

Version 2.0

This is the test Web site

All pages with headers in green act against the test database and should be used for practice only.

Welcome to the SWOG Specimen Tracking Website

ou are logged in as a user for NCRF - Nevada Cancer Research Foundation NCORP

mportant Announcements:

# Specimen Tracking Updates (11/15/2019):

Several updates have been made to Specimen Tracking. Some of the changes are behind the scenes and there are a few to bring to your attention:

1) The "Log a Specimen” page now indicates which specimens have either (a) already been logged or (b) reported as unsubmittable. Please note that even if the specimen has been
logged or reported as unsubmittable, you can still choose that specimen again if needed.

2) For 51418 and 51613, the Registration Step 1 specimens are now labeled "Screening”, to differentiate them from the "Baseline” specimens at Step 2.

3} On the "Motify that a Specimen Cannot be Submitted” page, you can now select more than one specimen at a time. Previous notifications are now under a "View previous
notifications" link at the bottom of Step 1.

4) Other changes include the addition of Registration Step to the "Specimen Manager” page, the change of "Instructions” to "Comments" where applicable, and on the "view and Update
Contacts" link, an email address is now required for all contacts.

Training module with demo for using the Specimen Tracking System.

Written Instructions for using the Specimen Tracking System (Enalish).

cimen Repositories and Shipping Guidelines for shipping addresses, lab contacts, and general specimen collection and shipping instructions for the Leukemia, Lymphoma,
Myeloma, and Solid Tumor Specimen Repositories.

Specimen Shipment Labels
SWOG recommends using &very neon magenta high visibility labels (see product number 5160 at www.avery.com). All dates need to be in month/dav/vear format.

Large Specimen Labels
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A W06

STEP 1 of 3: Specify the patient from whom the specimen was collected.

Patient Initials (LFM): * [

SWOG Study ID: * 31609

Mote: Required fields are indicated by the * character.
| Next Step |

56559

Capyright & 1358-2020 CRAR - All rights reserved. 03/02/2020 13:12:58 Pacific Time (US & Canada) TEST
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Instructions

Step 2 of 3: Choose the specimen that you are logging from the list below.

~Specimen Tracking System

Show: Registration Step = Specmen/Material Type = | V| Lab = b
Submission Timepoint =| V| | Apply || Reset |
Study Number: 51609
Registration 9 = This specimen has been logged already Material
Step Submission Timepoint Specimen or Mﬂ‘ferial Type B &Y _ mii cpecimen was reported as unsubmittable Requirements Lab
201 - SWOGE Specimen
1 Baseline, Prior to tx start Q Tissue from primary site Blocks 5-10 mm3 FFPE block Repository
Columbus, OH
. . - . 201 - SWOG Specimen
1 Baseline, Prior to tx start Tissue from primary site glr_l;talned 3II':Id{5 micron) positive charge unstained Alternate Repository
1oes shdes Columbus, OH
I - 201 - SWOGE Specimen
1 Baseline, Prior to tx start :"Ii::‘:asl:atlc tissue from distant Blocks 5-10 mm3 FFPE block Preferred Repository
= Columbus, OH
I - - - " . 201 - SWOG Specimen
1 Baseline, Prior to tx start '“!EIEISI:EItIE tissue from distant Llr_lstalned 30 {5 micron) positive charge unstained Alternate Repository
site Slides slides
- Columbus, OH
201 - 5WO0G Specimen
1 Baseline, Prior to b start Metastatic tissue from local site Blocks 5-10 mm3 FFPE block Preferred Repository
Columbus, OH
. . . . 201 - SWOGE Specimen
1 Baseline, Prior to tw start Metastatic tissue from local site l_.lr_lstalned 30 (5 micron) positive charge unstained Alternate Repasitory
Slides clides
Columbus, OH
201 - SWOG Specimen
1 Baseline, <= 2 days prior Ipi tx ﬁ Blood Serum 4 mL in Plastic S5T, Frozen Only option Repository
Columbus, OH
201 - SWOGE Specimen
1 Baseling, <= 2 days prior Ipi tx G Blood Whaole Blood 3 mL in plastic EDTA, refrig Preferred Repasitory
Columbus, OH
201 - SWO0G Specimen
1 Baseline, == 2 davys prior Ipi tx Blood Whole Blood 3 mL in Cryotube, refrig Alternate Repository
Columbus, OH
201 - SWOGE Specimen
1 Baseling, <= 2 days prior Ipi tx & Blood Whole Blood 2x2mlL in Tempus tubes, frozen Only option Repository
Columbus, OH
201 - SWOGE Specimen
1 Baseline, == 2 davys pnor Ipi tx a Blood Whole Blood 4 mL in EDTA Tube, frozen Preferred Repository
Columbus, OH
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Instructions

A SWOG

-Specimen Tracking System

SWOG Patient ID: 270242 Registration History: $1609-1-12/05/2017: Consent Questions
Patient Initials: H,MA

Specimen Chosen:

Registration Step | Submission Timepoint | Specimen or Material Type Quantity | Lab

1 Baseline, Prior to tx start | Tissue from primary site Blocks 5-10 mm3 FFPE block | 1 201 - SWOG Specimen Repository

STEP 3 of 3: Enter Specimen details.

Tvpe: Tissue from primary site

Date Collected: *

Inme Coliecied:

Institutional Specimen ID number
(e.g. local lab’s pathology specimen number,
surgical pathology number or accession number):

Block Number:
(e.g. B1, A2, etc.)

Follow-up Investigator: Oscar B. Goodman Jr., MD
Pathology Contact: v New
Billing/Payment Contact: v New
Shipping Contact: v New

Quantity * §Specimen Subtype
Blocks

Log Specimen j§ Previous Step H Cancel
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Instructions

A SWOG

L'l Status: Not Shipped —- once all the specimens for your shipment are logged, please go to the Specimen Manager page to ship the shipment (required).

| Specimen Manager || Home |

SWOG Patient ID: 270242 Registration History: S1609-1-12/05/2017: Consent Questions
Patient Initials: H,MA

Specimen Chosen:

Registration Step | Submission Timepoint | Specimen or Material Type | Quantil:y| Lab

1 | Baseling, Prior to tx start | Tissue from primary site Blocks 5-10 mm3 FFPE block | 1 | 201 - SWOG Specimen Repository

STEP 3 of 3: Enter Specimen details.

Type: Tissue frem primary site
Date Collected: * |3 | ! |2 |,|" |2'[]21] |
Time Collected: | | ! | | | V|

Institutional Specimen ID number

{e.g. local lab’s pathology specimen number, |:|

surgical pathology number or accession number):
Block Number: I:I
{e.g. B1, A2, etc.)
Follow-up Investigator: Oscar B. Goodman Jr., MD
Pathology Contact: | v
Billing/ Payment Contact: | v|
Shipping Contact: | v

Quantity * Specimen Subtype

| Update Specimen | Delete Specimen | Log Another Specimen for this Person Specimen Manager

56559
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Instructions

Specimens for NCRF - Nevada Cancer Research Foundation NCORP

Sho ctat ] Mot Shipped
LIS: . -
[] shipped (not Receiving Lakb
received) #:
Dﬂemived
[ | Mot Collected
ﬂﬁf Patient| Study |SREQMEN | o imen | Timepoint | S2llection | Receiving fﬂeﬁﬂen Status |2hipment Ship Received| . ... -
: Y | Number POINE | hate Lab PECH SLaIUS | Number |Date|Date A-OICTRION
Specimen - B - to ship - |/
Tissue
from . 201 -
primanry Baseline, SWOG Not
Delete ||270242 |51609-1|2401616 |site - Prior to tx | 03/02/2020 Sped [] Shi d
Blocks - start RF’E‘:'TE” '‘Ppe
5-10 mm3 =positony
FFPE block
Create a Shipment Home

Copyright © 1998-2020 CRAEB - All rights reserved.
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\ CANCER
RESEARCH Instructions
\ METWORE,
' Please select specimen(s).
Specimens for NCRF - Nevada Cancer Research Foundation NCORP
Wi . :
Patient Specimen et tus: ] Nt Shipped N
Mumber: Mumber: ' Dﬂhipped (not Recerving Lab Apply
received) #:
Study Shipment [ Received Reset
Mumber: Mumber:
[ Inet Collected
Click to i Collecti Receivi Received
delate Patient | Study 5@ Specimen | Timepoint | =2 R e;emnu RECEIVEL | condition
specimen Number Date Lab Date
Tissue from
; h . 201 -
primary site - | Baseling, SWOG
Delete | 270242 |51609-1| 2401616 |Blocks - 5-10 |Prior to e |03/02/2020 Specimen
mm3 FFPE  |start Rzmsimw
block
Create a Shipment |[J Home
56559

Copyright © 1998-2020 CRAB - All rights reserved.
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\ CAMCER
RESEARCH Instructions
\ METWR K

Step 1: Verify Shipment Contents

Shipment 308504 contents:

Patient | Study | Specimen Mumber | Specimen Quantity | Timepoint Collection Date

Tissue from primary site - Blocks Baseline, Prior to tx start | 3/2/2020

Add or modify shi nt contents

201 - SWOG Specimen Repository

Standard

Solid Tissue,Myeloma & Lymphoma Diwv
Mationwide Children’s Hospital

700 Children's Dr, WA1340

Columbus, OH 43205

(e.g. Federal Express tracking number)

Mame of Shipper: Sean O'Bryan

Shipper Phone Number: (206 |y [652 |- [2267 | et |

Step 3: Enter the Shipment Date
hipment or any of its contents. It is REQUIRED to put a copy of the Packing List in the shipment

Generate Shipment Label (optional)

I Ship this Shipment and Generate Packing List Cancel | | Delete Shipment



CANCER
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Instructions

A SWOG

imen Tracking System

. Shipment 308504 successfully recorded on 3/2/2020 1:41:54 PM (Pacific time) by Sean O'Bryan

=hipme : ontents

Patient | Study | Specimen Number | Specimen Quantity | Timepoint Collection Date
270242 | 51609 | 2401616 Tissue from primary site - Blocks | 1 Baszeling, Prior to tw start | 3/2/2020

Ship To: 201 - SWOG Specimen Repository

Address: Standard

Solid Tissue,Myeloma & Lymphoma Div
Mationwide Children's Hospital

700 Children's Dr, WA1340

Columbus, OH 43205

Shipment Tracking Number:
{e.q. Federal Express tracking number)

Name of Shipper: Sean O'Bryan
Shipper Phone Number: (208) 652 - 2267 Ext.
Comments:

Shipment Date: * 3/2/2020 § View Packing List

Generate Shipment Label (optional

Specimen Manager || Home

56559
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THE SPECIMENS LISTED ON THIS PACKING LIST ARE IN THE TEST DATABASE ONLY. DO NOT
INCLUDE THIS PACKING LIST IN ANY SHIPMENTS. IF YOU MEAN TO SUBMIT THESE SPECIMENS
TO SATISFY SPECIFIC STUDY REQUIREMENTS, PLEASE USE THE PRODUCTION DATABASE.

Specimen Submission Date Block
Timepoint Collected

Number Study

SWOG Specimen Tracking System Packing List for Shipment 308504

Type Subtype #

Number

Patient 270242 - H,MA

2401616 51609-1 Baseline, Prior to tw start 3/2/2020 Tissue from primary site Blocks - 5-10 mm3 FFPE block

Consent Questions for 51609 Response

I agree to the additional blood sample collection (collected prior to beginning study treatment) Yes

My blood samples and related information may be kept in a Biobank for use in future health research. Yes

MIAER
*al0as04*

Shipment Tracking Number:
Comments:
Shipment Number:

Shipped Date:
Shipped By:

Sent To:

Note to Recipients:

37272020

Sean O'Bryan (seano@crab.org)

Mevada Cancer Research Foundation NCORP (NCRF)
SWOG Data Operations Center

Cancer Research And Biostatistics

1505 Westlake Ave N, STE 750

Seattle, WA 98109-6244

(206) 652-2267

SWOG Specimen Repository

Solid Tissue,Myeloma & Lymphoma Div
Mationwide Children's Hospital

700 Children's Dr, WA1340

Columbus, OH 43205

(614) 722-2865

Use this packing slip as a reference for accurately confirming shipments. It is vour responsibility to log on to

https:/ fSpecTrack.crab.org/ to confirm the receipt of this shipment. Thank vou!



A SWOG
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Instructions \
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ecimen Tracking Syslem

Specimens for TX035 - MD Anderson Cancer Center

batient Number: 707418

Specimen Number:

Not Shipped
Shipped (not received)
Received

Receiving Lab #:
Apply

Reset

Study Number: 51602 Shipment Number:
Not Collected
Click to Specimen Collection |Shipping Receiving Select Received
defet.e Patient | Study Number Specimen Timepoint Date Temperature |Lab specimen t Ship Date Date Condition
specimen —_— — ~Smperatre 1= ship —
Tissue from primary site - Baseline 201 - SW0OG Usable as
707418 |S1602-1|12416270 |Stained Slides - 2 H&E ! 10/08/2020 | Ambient Specimen Received [ 12/02/2020|12/04/2020 :
; . Prestudy : received
stained slides Repository
Tissue from primary site - Baseline 201 - SWOG Usable as
707418 [S1602-1{2416269 |Unstained Slides - 10 (5 ! 10/08/2020 | Ambient Specimen 12/02/2020(12/04/2020 :
EE— ) : . Prestudy : received
micron) unstained slides Repository
Baseline, Prior 201 - SWOG
707418 | $1602-1| 2414300  |Blo0d ~ Whole Blood =10y et o6 1414/04/2020 | Ambient Specimen Received [ 11/04/2020 | 11/05/2020 | Y520I€ 28
=———— |mLin EDTA tube . received
therapy Repository
201 - SWOG
707418 | 51602-1| 2418572  [Blood - Serum -1mL - jOther, Week 1 |, 5415090 | Frozen Specimen 01/11/2021
aliquots into 2 mL cryovials | Induction :
Repository
Urine - - PELLET: ~2-4 ml Other. Week 1 201 - SWOG
707418 [51602-1(2418574 |urine before BCG . 11/24/2020 |Frozen Specimen 01/11/2021
e Induction :
instillation Repository
Urine - - SUPERNATANT: Other Week 1 201 - SWOG
707418 [S1602-1(2418573 | ~20 mL urine before BCG Ind E 11/24/2020 |Frozen Specimen 01/11/2021
inetill=tian nauction Raonncitnmng




HELP AND REFERENCE

Access the system via CRA workbench at
www.swog.org and review the written instructions
and use the interactive training module

For technical assistance or general feedback contact:
technicalquestion@crab.org



http://www.swog.org/
mailto:technicalquestion@crab.org

HELP AND REFERENCE

Contact the assighed Data Coordinator for your
study for assistance:

BreastQuestion@crab.org LungQuestion@crab.org
CancerControlQuestion@crab.org LymphomaQuestion@crab.org
GIQuestion@crab.org MelanomaQuestion@crab.org
GUQuestion@crab.org MyelomaQuestion@crab.org

RareTumors@crab.org LeukemiaQuestion@crab.org




QUESTIONS?




Tips for Specimen
Submission to the
SWOG Biospecimen
Bank

Hannah Brown
Biorepository Protocol Coordinator
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Overview of the Biopathology Center (BPC)

« The SWOG Biospecimen Bank is
part of the Biopathology Center at
The Abigail Wexner Research
Institute at Nationwide Children’s
Hospital.

 Weserve as the biorepository for
several other major groups and
organizations:

— SWOG

— Children’s Oncology Group (COG)
— NRG Oncology - Columbus

— GOG Foundation

— Sarcoma Alliance for Research
through Collaboration (SARC)

— NCI Early-Phase and Experimental
Clinical Trials (EET)

%ﬁNATIONWIDE CHILDREN’S

When your child needs a hospital, everything matters:"



Overview of Specimen Recelpt

« On an average day, the BPC receives 100-160 packages, which
may contain upwards of 1,000 specimens for all groups!

 Wereceive several different specimen types for SWOG protocols:
— FFPE tissue (blocks, slides)
— Fresh blood, bone marrow, stool, and urine
— Frozen blood products and urine
— Frozen tissue

« Weacceptall specimentypes Monday — Friday.

— Shipments of fresh blood and bone marrow may be received on Saturday for
immediate processing.

« Accurate specimen submissionis crucial to our day-to-day
operations.

5 *%NATIONWIDE CHILDREN'S
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Specimen Collection

« Protocol sections that provide guidance for specimen collection are:

— 9.0 Study Calendar

* Includes general information about specimen collection time points.
» Refer to section 15.0 for additional details on specimen collection.

— 12.0 Discipline Review

» States whether the protocol includes quality control pathology review or
central review.

— 15.0 Special Instructions
» Provides details about specimen requirements (specimen types and time
points), collection, specimen labeling, processing and shipment.
« Biospecimen Processing and Submission Procedures

— Located under the Biospecimen Resources tab on the SWOG website.

— Provides general specimen processing instructions (instructions in the protocol
take precedence over these instructions).

— Provides instructions for specimen labeling (including templates) and shipment
(including laboratory addresses for labs 200 and 201).

5 *%NATIONWIDE CHILDREN'S
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Specimen Labeling Requirements

Label all specimens with the following:

«  SWOG patient ID#

« Patient Initials

» Date of specimen collection
 Specimen type (whole blood, serum, etc.)

Additional labeling for FFPE tissue blocks and
slides:

« Tissue type (Primary, Metastatic, Normal)

« Surgical pathology ID (SPID or Accession #)

» Block Number (from pathology report)

Note: Missing information will result in the Bank
contacting the submitting institution, which can delay
specimen processing, and may require a waiver.
Some submission issues may result in a query.

We cannotassume any information!
(‘\("'
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Labeling Templates

« Specimen Labels, Avery 5160
« Every specimen submitted must be labeled!

« Biospecimen Processing and Submission Procedure Page on
Swo0g.org

Basic Labels (Fresh or Frozen Blood/Bone Tissue Labels (FFPE, Snap Frozen)
Marrow/Urine Products)

Patient #:

Patient Initials:
Batient &: Collection Date:
Patient Ir;il.'lals: gﬁlg;m I?pe:
Collection Date: Block #:
Specimen Type:
Time-Based Labels (for studies where Tissue with Microns Labels (for specimens that
collection time is a labeling requirement) require micron thickness)
Patiant #:
Patient #: Patient Initials:
Patient Initials: Collection Data:
Collection Date: ,
Collection Time: gmfﬂ I?'pa.
Specimen Type: Block #: Microns:
/\
@,‘% NATIONWIDE CHILDREN'S .
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Preparing the shipment

« Verify that all specimen labels include all required information.

— Requirements are located in Section 15 of the protocol and/or the
SWOG Biospecimen Resources webpage.

« Verify that the information on STS packing list matches the
specimens shipped.
— Double check specimen label information (e.g., collection dates). It
should match the example label that populates on the packing list.

— Ensure that the number of specimens matches the number on the STS
packing list (e.g., for 2 10-mL tubes of blood, quantity = 2, not 20).

« Confirm that all required paperwork is included.
— STS Packing List

— Redacted Pathology Report (FFPE tissue only)

» Do not remove surgical pathology ID (SPID), block number, collection date,
diagnosis, results, gross description, or other information about the
specimen.

» Additional guidelines will be posted to the SWOG website.

5 *%NATIONWIDE CHILDREN'S
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Shipping Considerations

* Unless otherwise stated in the protocol, frozen specimens or FFPE
tissues (blocks, slides, or scrolls) may be batch shipped.

— Do not include more than 5 patients in one shipment (no more than 50
vials/200 slides, whichever is fewer).

— Package each patient’s specimens separately.

— If there are multiple time points per patient, then include fewer than 5
patients in the shipment.
« Pack specimensaccording to the season
— Frozen Specimens

« ALWAYS include plenty of dry ice to prevent thawing, regardless of weather.

— Ambient Specimens
« Warmer months (April-September): Include a cold pack (not frozen!), unless
otherwise stated in the protocol or kit instructions (e.g., cfDNA Streck tubes).

» Colder months (October-March): Insulate well (e.g., bubble wrap) to prevent
specimens from freezing.

. Specimens shipped FedEx Priority Overnight arrive iIn the morning

5 *%NATIONWIDE CHILDREN'S
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Shipping Considerations

« Rememberwhen shipping, that even if weather is fine where you
are, the specimens are traveling from your city ‘ FedEx Hub
mm) SWOG Bank in Columbus, Ohio.

3 NATIONWIDE CHILDREN'S 9
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Common Specimen Quality Issues

Specimen that should be frozen

arrived thawed or with insufficient

dry ice

Blood / bone marrow is hemolyzed

or clotted

Specimen arrived in a cracked,
broken, or leaking container

Incorrect specimen type received
(e.g., protocol indicates to send
whole blood, and blood arrives
processed)

/f\

Choose an appropriately-sized container.
Add dry ice to the bottom ~1/3, add the specimens, and
then add dry ice to the top of the container.

Thoroughly mix the specimen with anticoagulantin the
tube immediately after collection. Do not shake or vortex,
but gently inverttube 8 — 10 times after collection.

Always use plasticcollection tubes if submitting frozen
specimens.

Do not overfill cryovials (~1.5 mL liquid can be frozenin a
2-mL cryovial).

Package specimens carefully —if it rattles, don’t shipit!
Be generous with bubble wrap —it’s both a good insulator
and specimen protectant.

Do not ship cracked, broken, or leaking specimens.

Refer to the protocol -verify thatyou are usingthe
correct version.

If the protocolis unclear — email the Bank.

i&f% NATIONWIDE CHILDREN'S
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Common Shipment Issues

Issue Prevention

Missing Paperwork e STS packing list is always required.

e Pathologyreports are required for all formalin-fixed
paraffin-embedded (FFPE) tissue submissions —
including blocks, slides, and scrolls.

Missing informationon e Include all required labeling information on all

specimenlabel specimens submitted.

e Refer to protocolfor any protocol-specific labeling
requirements.

STS Packing List does not match | e All specimen labeling information (identifiers,

specimens collection date, etc.) must correspond with the
information entered in the STS.

e The number of specimens (e.g., number of tubes,
vials, glass slides, etc.) received must match the STS
packing list.

Insufficientdry ice e Include lots of dry ice all year round.

e Keep in mind that dry ice will sublimate at a rate of
5-10Ibs. every 24 hours.

) ‘«
)

i
(ve®
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Helpful Sites

SWOG Biospecimen Processing and Submission Procedures

* General SWOG specimen submission guidelines, links to labeling
templates, and more!

* https://www.swoqg.orag/clinical-trials/biospecimen-resources/biospecimen-
processing-and-submission-procedures

BPC Kit Management

« Order biospecimen collection kits (when provided, refer to protocol) —
select SWOG sponsor group.

« Users must be registered.
* https://kits.bpc-apps.nchri.org/

&, &NATIONWIDE CHILDREN'S 12
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https://www.swog.org/clinical-trials/biospecimen-resources/biospecimen-processing-and-submission-procedures
https://kits.bpc-apps.nchri.org/

Contact Information

Solid Tissue, Myeloma &
Lymphoma Division

SWOG Biospecimen Bank #201

614-722-2865
bpcbank@nationwidechildrens.org

SWOG Biospecimen Bank
Nationwide Children’s Hospital
700 Children’s Drive, WA1340

Columbus, Ohio 43205

Leukemia Division

SWOG Biospecimen Bank #200

614-722-3270
bpcmglab@nationwidechildrens.org

SWOG Biospecimen Bank
Nationwide Children’s Hospital
700 Children’s Drive, C0825
Columbus, Ohio 43205

Use the group emails above and please Reply All
when responding so that our team can better assistyou!

A

5 *%NATIONWIDE CHILDREN’S
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Scientific Impact of the CRA

Michael LeBlanc
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SWOG Myeloma Study S0777
Key role of the CRAs in achieving high quality follow-up data and results

100%
Median
Eight 21-day Cycles of VRd i VRd 5;37";822 ? 4'2 ?gg.‘tgg)
Bortezomib 1.3/mg? IV 80% - Rd 166/229 30 (25, 39)
Days 1, 4, 8, and 11
Lenalidomide 25 mg/day PO
Days 1-14
Dexamethasone 20 mg/day PO 60% -
Stratification: Days1,2,4,5,8,9, 11, 12
= ISS (I, I1, 1D
+ Intent to transplant
gez;:g;ess'on Six 28-day Cycles of Rd 40% -
20% -
0% T T ) ] T ) ) T ) T T T T T T 1
o 24 48 72 96

Months from Registration

HR =0.712(0.560, 0.906)*
*Stratified Log-rankP value=0.0018 (one sided)*
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Strong Result Because of Best Science and Data

Bortezomib with lenalidomide and dexamethasone versus @ ®
lenalidomide and dexamethasone alone in patients with

newly diagnosed myeloma without intent forimmediate

autologous stem-cell transplant (SWOG S0777):
a randomised, open-label, phase 3 trial

And regulatory impact

Brian G M Durie, Antje Hoering, Muneer H Abidi, S Vincent Rajkumar, Joshua Epstein, Stephen P Kahanic, Mohan Thakuri, Frederic Ret
Christopher M Reynolds, Rachael Sexton, Robert Z Orlowski, Bart Barlogie, Angela Dispenzieri

Summary

Background Lenalidomide plus dexamethasone is a reference treatment for patients with newly diagnosed

'I'.he"cioml:in:;;iion of tl:;a‘ protef!som: inhilbit:.r bortt:’omib Iwith Iewnali(%om(iide and ddexahme:laso}r:e h Ce|gene Receives CHMP Positive Opinions for Both
significant efficacy in the setting of newly diagnosed myeloma. We aimed to study whether the a 2 2

bortezomib to lenalidomide and dexamethasone would improve progression-free survival and prov REVLIMID® (lenalldomlde) and IMNOVID®

response rates in patients with previously untreated multiple myeloma who were not planned for i (pomalidomide)-Based Tnplet Combination Regimens

autologous stem-cell transplant.

for Patients with Multiple Myeloma

Methods In this randomised, open-label, phase 3 trial, we recruited patients with newly diagnosed multiple¢
aged 18 years and older from participating Southwest Oncology Group (SWOG) and National Clinical Tri: 3/29/2019

X SWOG

CANCER
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Stages of Treatment Testing

* Phase |
* The safe dose range, side effects, early activity.

e Phase |l

 Sufficient promise for further testing, more side effect assessment,

refinement of dose, evidence of disease subtypes with most promise and
feasibility.

* Some design examples: single arm 2-stage, single arm pilot, multi-arm
randomized (screening or selection).

e Phase Il

 Formal comparison of new treatment to standard treatment.
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Critical Elements in Evaluating
Therapeutic Interventions

* Biological Activity
 Safety/Toxicity
* Clinical Efficacy

> Clinical Response

> Patient Reported Outcomes

> Disease recurrence or progression
> Survival

* Other long-term data
> Long term adverse events and related malignancies
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Variability and Bias

* What are they and how do they arise?
* What problems do they cause?
* How can they be prevented or reduced?
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Variability and Bias

Accurate & Precise Accurate & Imprecise

Inaccurate & Precise

Inaccurate & Imprecise




How do we control variability?

* Eligibility criteria

Example: Results of studies which allow only patients with local
disease and performance status 0-1 will be less variable than
those from studies allowing any stage and any performance
status.
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How do we control variability? (cont.)

* Sample size
Larger numbers of patients lead to reduced variability.
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The CRA’s Role in Reducing Variability

* Verification of eligibility
* Avoidance of deviations from protocol treatment plans
e Submission of complete and timely data
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Bias

* A tendency for a statistical result to differ on average from the true
state of affairs, often due to flaws in the design or conduct of a studly.
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Bias

* Example

If a study of a treatment intended for patients with local disease
includes a number of patients with more advanced disease, the
treatment’s efficacy may be underestimated.
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Bias

 Solution
Ensure adherence to eligibility criteria




Bias

* Example

If patients in an adjuvant therapy arm of a comparative study are
followed more closely than those in an observation arm, the
benefit of the adjuvant therapy may be underestimated.
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Illustration of Impact Lost to Follow-up

Registration Assessment Assessment Progression
Date Date Date Date
Patient A Tx 1
3/1 5/1 7/1 10/1
Patient B ' ' ' Tx 2
3/2 5/4 7/1

Result: Progression 10/1 for Patient A and 7/1 for Patient B
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Illustration of Impact Lost to Follow-up

Registration Assessment Assessment Progression
Date Date Date Date
Patient A Tx 1
3/1 5/1 7/1 10/1
Lost
Patient B ' ! Tx 2
3/1 4/1

Result: Progression 10/1 for Patient A and no progression for Patient B
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Bias

* Solution
* Ensure adherence to protocol requirements for follow-up examinations

e Schedule

* Have patients return for evaluation according to protocolschedule

* Tests
* Have all required tests performed at each evaluation
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The CRA’s Role in Controlling Bias

* Verification of eligibility
* Adherence to protocol follow-up requirements
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Variability and Bias in Survival Data

 Survival - how long patients live after entering a study - is often the
most important outcome we study

* Incomplete data increases both variability and potentially bias in
studies of survival
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Estimated Survival

Study design:accrued over 3 years + 1 year of follow-up

Survival Estimates

Treatment Expermental —— Standard
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3 Correct conclusion: new treatment does not help
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=
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Estimated Survival

Some Patients lost to follow-up on one arm

Survival Estimates

Treatment Experimental —— Standard

1.00
£
;(.; 0.751
S Incorrect conclusion: new treatment helps
Q. 0.50 .
IS survival outcome
=
g 0.25 1 1
@ 1 |
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What We Need

 Complete and timely submission of accurate
* Thorough documentation of all eligibility criteria
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What We Need, cont.

 Complete description of all treatment received, whether according to
protocol or not

* Complete description of objective status and toxicities at every
evaluation
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Effect of Non-dropout or Non-adherence on Sample Size

New sample size = sample size = (1-r)?

Sample Size
Non-adherence Rate
(Example)
0% 100
10% 123
20% 156
30% 204
40% 278
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High quality data are essential
for good studies.

Your efforts are essential for
high quality data.
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WHY IS IT ALWAYS CRITICAL?

Trial Monitoring

* Accrual monitoring (Stats, SC)

* Adverse event monitoring
e SC, Stats, AE coordinator
* CTEP-AERS reporting

 Monthly reports (AE and dose summaries)

* Interim Analyses
* Data and Safety Monitoring Committee (DSMC)
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SWOG Data Safety Monitoring Committee

e Evaluation of interim results (endpoints, safety)
« Recommendations on when to stop accrual, when to report early results

e Evaluate data requests from disease committee leadership for planning
purposes

* NEED HIGH QUALITY CURRENT DATA TO MAKE CRITICALRECOMMENDATIONS
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High quality and timely data
are essential for good studies.

Your efforts are essential for
high quality data.
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