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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.

• Illustrate 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. 



Agenda

WEDNESDAY, APRIL 6 Morning Session: 7:20 a.m. – 12:10 p.m. (PT)

7:20 – 7:30 Introduction Rodney Sutter, CCRP

7:30 – 7:55 Clinical Trials and Protocol Development Dana Sparks, MAT
7:55 – 8:20 Data Submission Tonya Johnson, BS

8:20 – 8:30 Patient Reported Outcomes Monica Yee, BA, CCRP
8:30 – 8:55 Reports & Tools to Support Quality Data Phyllis Goodman, MS

8:55 – 9:10 BREAK
9:10 – 9:35 Long Term Follow-Up Connie Szczepanek, RN, BSN

9:35 – 10:00 Adverse Event Reporting Amy Johnson, BA, CCRP
10:00 – 10:30 Serious Adverse Events Maggie Spillers, BSN, RN

10:30 – 10:45 BREAK
10:45 – 11:10 Audits/Quality Assurance Elaine Armstrong, MS

11:10 – 11:35 Specimen Tracking System Hannah Hale, BS
11:35 – 11:45 Tips for Specimen Submission Hannah Brown, BS

11:45 – 12:10 Scientific Impact of the CRA Michael LeBlanc, PhD

WEDNESDAY, APRIL 6 Afternoon Session: 1:45 p.m. – 4:00 p.m. (PT)

1:45 – 2:00 Introduction to the Practicum Christine Magner
2:00 – 4:00 Practicum Session Data Operations Center Staff



CTTC Sponsors



ORP Manual

ORP (Oncology Research Professional)

A daily reference tool for CRAs/RNs

– Administrative and data management 

resources, response assessment criteria 

and forms completion guidelines.

Located on the CRA Workbench!



CRA Workbench

ORP 

Manual



CRA Workbench

Tools of 

the Trade



Tools of the Trade

 CTCAE

 Date Counter

 BSA Calculator

 Other LPO Contact List

 Specimen Shipment Labels

 Creatinine Clearance Calculator

 Best Practices for SWOG Studies



CRA Workbench

SWOG 

Reports



SWOG Reports

 Expectation and IPR Reports

 Query Reports

 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 



CRA Workbench

Training 

Opportunities



Training



Contact Us

Email 

Distribution Lists



Distribution Lists

breastquestion@crab.org

cancercontrolquestion@crab.org

giquestion@crab.org

guquestion@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

Join the CRA 

Mailing List!



CRA Evaluation Form



Clinical Trials and Protocol Development

Dana Sparks, MAT
Director of Operations and Protocols

SWOG Operations Office
San Antonio, TX



Clinical Trials Training Course
Spring 2022



Clinical Trials and Protocol 
Development

Dana Sparks, M.A.T.

SWOG - CTTC



Agenda

• Preclinical Background

• Types of Clinical Trials

• Protocol Development

• Key Protocol Sections

• Protocol Actions

SWOG - CTTC



Preclinical Background

SWOG - CTTC



Types of Clinical Trials

SWOG - CTTC



Phase I

Determine Maximum Tolerated Dose (MTD)

SWOG - CTTC



Phase II

Tumor Response

SWOG - CTTC



Phase III

New Treatment vs Standard Treatment

SWOG - CTTC



Protocol Development

SWOG - CTTC



Protocol Development Process

SWOG - CTTC

1 Committee Chair

Approves Concept

2 SWOG Executive Review

3 NCI Concept Review (Steering Committee)

4 Protocol Written

5 Formal NCI (CTEP) Review

6 Revisions

7 Approval

Committee Chair Approves Concept

SWOG Executive Review

NCI Concept Review (Steering Committee)

Protocol Written

Formal NCI (CTEP) Review

Revisions

Approval











Key Protocol Sections

SWOG - CTTC



Key Protocol Sections

Schema Section 5 – Eligibility Criteria

SWOG - CTTC



Key Protocol Sections

Section 7 – Treatment Plan Section 8 – Toxicities/Dose 
Modifications

SWOG - CTTC



Key Protocol Sections

Section 9 – Calendar Section 12 – Discipline Review

SWOG - CTTC



Key Protocol Sections

Section 14 – Data Submission 
Schedule

Master Forms Set

SWOG - CTTC



Protocol Actions

SWOG - CTTC



Protocol Actions

SWOG - CTTC

Activation Amendment Revision

Permanent 
Closure

Temporary 
Closure

Memorandum



SWOG - CTTC



SWOG - CTTC



National Clinical Trials Network
(NCTN)
https://ctep.cancer.gov/initiativesPrograms/nctn.htm

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

• CCTG / Canadian Clinical Trials Group

• COG / Children's Oncology Group

SWOG - CTTC



NCTN Network Structure



CTSU Website

http://www.ctsu.org

SWOG - CTTC

http://www.ctsu.org/


What Questions Do You Have?

SWOG - CTTC



Your Protocol Coordinators

SWOG - CTTC



Dana Sparks



Crystal Miwa



Michelle Maxim



Patricia O’Kane



Mariah Norman



Laura Gildner



Catrina Mireles



Christy Klepetko



Chrissy Laubach



Jennifer Beeler



Taj Pereira



Sarah Cantu



Alicia Aranda



Sharon Palmer



Chris Kippola



Data Submission 
Pre-Rave & Rave
TO NYA  J O H NS ON

C L I NI CAL R E S EARCH  D ATA C O O RDINATOR

S W O G S TATISTICS  A ND  D ATA MA NAG EMENT C E NTER  ( S D MC)



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





CRA Workbench: Access



▪Search by patient ID 
number

•Generate a list of patients

▪Filters

S1007



▪ Results of looking up patients by study

◦ Select individual patient chart

▪Arranged by patient number



CRA Workbench: Organization
Default tab = Patient Info



Rave



Rave: Overview
• Access

• 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

▪Accept invitations to studies

▪Satisfy eLearning requirements



Rave: Access

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 across the top of the page increase in 

specificity from left to right

Home page

Study

Site

Participant

Folder

Form



Rave: Organization

Participants 
registered to the 
study at this site

View patients with 
outstanding tasks 

A helpful tool 
available on 
every page



Rave: Organization

Forms and     
folders

Tasks specific to this participant
Due dates within folders

Tool to add certain forms



Rave: Organization
Paper Version Rave Version



Rave: Organization



Rave: Organization



Rave: Organization
Rave Form Display document

◦ Found on the CTSU.org study page in the Master Forms Set

◦ Lists all forms and when they appear



Field Labels Field Entry

Edit 
Icon

Status 
Icon





Rave: Data Submission
Parts of a Form – Saving & Resolution
◦ After Save, static message appears at the top of the form

◦ After saving form, SCROLL DOWN to make sure all your fields have 
green checkmarks 



Rave: Data Submission

Click to add additional 
log lines

Logline Fields



Rave: Data Submission



Rave: Data Submission
Source Documentation

• Rave has a special field that allows the upload of electronic 

documents

• New log lines can be added as needed to upload multiple reports 



Rave: Data Submission
Source Documentation (cont.)
◦ Document MUST have participant 

name, MRN, and address data 
completely redacted

◦ Prefer PDFs

◦ Avoid special characters in the file 
name (#, @, %, etc.)

◦ Do not combine different documents 
as a single PDF



Rave: Data Submission



Rave: Data Submission

Non-conformant 

data error icon



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



Rave: Data Submission



Rave: Data Submission



Rave: Query Resolution/Amending Data



Rave: Query Resolution/Amending Data



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 run on other fields as well



Rave: Query Resolution/
Amending Data



Rave: Query Resolution/Amending Data



Manual Query Example



Manual Query Example



Manual Query Example



Rave: Query Resolution/Amending Data

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

◦ Site Level

◦ Subject Level



CRA Workbench Reports >> Query Reports



Rave: Resources

Rave Studies YES

◦ Link to OPEN

◦ Link to Rave

◦ Link to Specimen Tracking

◦ Expectation report

◦ IPR report

◦ Queries report

◦ Ineligible patients report

◦ Training slides/documents

Rave Studies NO

◦ Data/Form Submission

◦ Query resolution

CRA Workbench



Rave: Resources
CTSU Help Desk 

◦ 9:30am – 8:30pm ET

◦ 1-888-823-5923

◦ ctsucontact@westat.com

Multiple Resources
◦ Links provided in Rave at the bottom left, including 

CTSU contact information



Questions?
SWOG Statistics and Data Management Center (Seattle, WA)

◦ (206) 652-2267



Patient-Reported Outcome (PRO) 
Research in SWOG Clinical Trials

Monica Yee, CCRP
Program Director, Data Management

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



Agenda

• What?

• Why?

• Your role

• Resources

• Training



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



Quality of Life (QOL)
Health-Related Quality of Life (HRQOL)

Patient-Reported Outcomes (PRO)

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



Why PROs?

• Captures critical information for SWOG trials

• Outcomes 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, satisfaction and symptom 
management



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 “garbage in, 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



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 via ePRO app on personal device (an option on S2013)

• Collection of data by study collaborator by phone (e.g. Cancer Control studies)



The SWOG 
Protocol as 
Your PRO 
Resource

• 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

• Instructions for administration of instruments

• Section 18 – Appendix

• Description of objectives, background, instruments, etc.

This Photo by 
Unknown 

Author is 
licensed under 

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


SWOG PRO Training Module

• 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

http://www.swog.org/


1

2

3





Questions?

Contact:

cancercontrolquestion@crab.org

Thank you for your efforts on this important aspect 
of SWOG clinical trials!

mailto:cancercontrolquestion@crab.org


Reports and Tools to Support 
Quality Data

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



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?



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 submitted to 
the Statistical Center

• Protocol-specific data requirements

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



When are expectations posted?

1. At the time the patient is registered

2. During protocol treatment and follow-up



At patient registration

• Baseline requirements 
• Forms: On-study, Baseline abnormalities, Baseline tumor assessment, etc.

• Source documents: Pathology/Operative reports, other source documents

• Specimens

• Other study-specific items (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

• Appear on the Confirmation of Registration 



During protocol treatment and follow-up

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

• Other study-specific forms 
• e.g., S1802 prostate study with cycle-specific PSA, testosterone forms, 

S1614 cycle-specific lab values

• Dynamic, time-period specific

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

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



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.,

Registration

Treatment for 2 years - Visits every 3 months

Off Treatment

Off Treatment Follow-Up

Every 6 months for 2 years, then annually

Year 1 Year 2 Year 3 Year 4 Year 5Year 0

Follow-Up

Complete



Vital Status Updates

• Time since patient’s last contact
• Calculated as days between the day the report is run and 

the patient’s last contact date (date last known to be alive)

• Last contact date
• 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

• Vital Status Update form
• For studies activated in 2019 or later
• Wave of the future – now on all studies going forward



Vital Status Form



Specimen Expectations

• 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



Expectation due dates

• Current guidelines from CTSU = 15/15/30 
• 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



SWOG Reports for Quality

• Expectation Report

• Institution Performance Review (IPR) Report

• Query Report

• Ineligible Patients Report



How do I access the reports?

• Navigate to the SWOG CRA 
Workbench

• “Reports” link on the left 
side, mid-way down

• Interface will be getting a 
facelift





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 
• Downloadable to Excel
• Identify overdue expectations which affect compliance (IPR) 

statistics



Current Expectation Report



Current Expectation Report



Current Expectation Report



Specimen Tracking – Choose Specimen



Specimen Expectations

• If a specimen cannot be collected  
• “Notify that Specimen Cannot be Submitted” function on Specimen Tracking  

resolves the expectation



Institution Performance Review (IPR)

• 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



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

• Vital status updates (patient follow-up)

• Specimens: All others not covered above

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

• Categories and definitions on “Expectation and IPR Reports” page



Current Expectation Report



IPR Statistics and Report



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

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

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

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

• Striving for 0% across the board



Consequence of poor performance

• Two Consecutive Months
• If an institution remains out of compliance on any 

measure for two consecutive months, a warning email is 
sent to the PI 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



Query Report

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

• Rave – System queries included in a separate section

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

• Located in the Reports link on CRA 
Workbench 



• Review your patients that are coded as ineligible
➢ N = clinically ineligible
➢ NI = Insufficient information
➢ NR = Reversible 

Ineligible patients report

Check.  Was there a data entry error?

Eligibility can’t be confirmed, material unavailable.

Missing information!  Reversible if data submitted!

• Eligibility determines whether patients will be 
included in the primary statistical analysis

• Check your ineligible patients
• Currently not a performance measure, but…



Ineligible patients report



CTSU Reports

• Data Quality Portal (DQP)
• Delinquent Forms
• Queries – those from Data 

Coordinator as well as 
“System Queries” and non-
conformant data

• Includes 
• All SWOG Rave studies but 

NOT pre-Rave studies
• Other Network Group 

Rave studies



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 I contact if I have questions?
• ExpectationReportQuestion@crab.org



High quality data 

are essential for 

good studies…

…Your efforts are 

essential for high 

quality data



Questions?



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



What is long term follow-up?

• Protocol treatment discontinued

• Treatment toxicities resolved

• Response to therapy has been determined

• May vary if an observational study



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.



Purpose of long-term follow-up

• Assure continued medical surveillance 

• Allow meaningful end-results reporting

• Accurate survival data

• Disease recurrence

• Disease status

• Survival

• Monitor for long-term adverse events and 
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

• 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



Tracking Follow-Up

• Track by date of last contact

• Use the Expectation Report

• CTSU Queries/Tracking -- DQP

• Set up and use Tools: 
• Tickler systems

• Calendar reminders

• Database or spreadsheet

• Clinical Trials Management System (CTMS)

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



Priority Sources of Follow-Up Information

• Hospital record and/or treating physician’s record

• Referring physician’s office

• Family physician’s office

• Call or send letter to patient



Follow-Up Documentation

• Date of last contact - Vital status 

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

• Progression/recurrence

• Subsequent treatment

• New malignancy/MDS

• Long-term adverse events (AEs)



Every patient has the potential to be “lost”



Communicate Regularly

• Communication is key to building  
relationships 

• Be part of the journey
• Informed consent

• Treatment

• End of treatment

• Follow-up plan

• Key timepoints



Be Proactive

• It 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



Collect demographic information from chart

• Patient

• Referring or other physicians

• Relatives

• Insurance company

• Cell phone numbers and e-mail address

• Put together a Participant Information Sheet



Participant Information Sheet

• Name: _______________________________
• Address: _________________________________
• Phone: __________(Home) _____________(Work) __________(Cell)
• E-mail address: _____________________________
• Social security number: ____________________________
• Spouse – Name: _____________________
• Phone: __________________(Cell) _______________(Work)
• Primary care physician: _______________________________
• Address: ___________________________________________
• Phone: ___________________________________

• Complete at time of consent
• Review each year 
• Update at time of transitions 

&/or when patient shares 
changes 



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:



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



Foster good relationships

• Physician office personnel

• Health information personnel

• Hospital cancer registrar

• Navigators

• Genetic Counselors





Tips for finding a “lost” participant

• Hospital EHR or computer 
system

• Social media

• Voter registration

• Hospital cancer registries

• Family members

• State EMR systems

• State cancer registries

• Internet searches



Internet resources

• www.anywho.com

• www.whitepages.com

• www.people.yahoo.com

• www.switchboard.com

• www.findagrave.com

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



Other internet sources

• www.legacy.com
• Online obituary search

• Ancestor Hunt (www.ancestorhunt.com)
• Obituary search

• Newspapers by state

• www.ancestry.com

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

http://www.legacy.com/
http://www.ancestorhunt.com/
http://www.ancestry.com/
http://www.arrangeonline.com/


Internet resources for
Social Security Death Index
• www.geneologybank.com/gbnk/ssdi

• www.RootsWeb.com

• www.ancestry.com

• www.worldvitalrecords.com

• www.familysearch.org

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


Policy #30: 
Responsibility for patient follow-up

• Login to SWOG member site (www.swog.org) /
• 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!

http://www.swog.org/


Policy #30 – Follow-Up

• Change in institutional status

• Change in investigator status

• Patient moves from one SWOG institution to another

• Consent withdrawal

• Lost to follow-up requirements



Patient transfer

• Patient goes to another institution***

• Transferring & accepting investigators must approve transfer

• Be sure you work with your program leadership



Patient Transfer:
Transferring institution’s responsibilities
• Contact new site for transfer

• Initiate patient transfer form online

• Resolve ALL expectations and queries

• Provide accepting institution with copy of research record and case 
report forms (CRFs)



Patient transfer:
Accepting institution’s responsibilities
• Complete patient transfer form

• Obtain IRB approval prior to conducting study activities

• Patient signs new consent form and HIPAA authorization at accepting 
institution



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

• Both

• Withdrawing consent to 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 



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:
• 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! 



Lost to follow-up requirements

• Document >2 years since last contact

• Document contact attempts
• Must attempt to reach patient at least 3 times

• DOCUMENT!

• DOCUMENT!

• DOCUMENT!

• Before finalizing this status:
• Review and re-review the policy 

• Inform and discuss with your program leadership

• Connect with the study coordinator



Declaration of lost to follow-up
Look for the form on the 
CRA Workbench /

Tools of the Trade



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

• Patients are still alive and being followed 

• Local IRB 
• Approval required for protocol S9808

• Reviews a report annually for the LFTU Protocol (vs individual study CRs)

• List of studies under S9808 on CRA Workbench / Reports / Study 
Management



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





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



Questions?



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 



▪Definitions and Background

▪Relevant Information located in SWOG Protocols

▪Reporting Adverse Events
▪NCI Common Terminology Criteria for Adverse Events (CTCAE)
▪ CTCAE grade (severity)
▪Attribution
▪ Status code

▪Online Data Submission: Adverse Events

Adverse Event (AE) Reporting: 
Outline



Adverse 
Event 
(AE)

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 event which 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

▪ Event present at 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. 



Adverse 
Event 

Reporting

Types of Adverse Event Reporting

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

▪ Captured via Adverse Events eCRF and CTEP-AERS



Examples of Adverse Events

A toxicity is an adverse event considered related or possibly related to 
the study drug or 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
▪ Worsening of allergic rhinitis from seasonal allergies
▪ Wrist fracture due to fall
▪ Abnormal lab result that was not present at baseline
▪ Increasing tumor pain
▪ COVID-19 infection and related symptoms



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
▪ Identify events that may have immediate effect on the safety of 

a patient
▪ Inform regulatory bodies, investigators, and other parties of 

new and important information about events that occur on a 
clinical trial



Importance of AE Reporting

Phase I trials
▪ Primary objective: accurately assess the safety of an experimental 

regimen and determine the maximum tolerated dose

Phase II single-arm trials
▪ Secondary objective: estimate the frequency and severity of 

toxicities in trial regimen

Phase II/III randomized trials

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



Section # Section Name

3 Drug Information

8 Toxicities to be Monitored 
and Dosage Modifications

9 Study Calendar

16 Ethical and Regulatory 
Considerations

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

Relevant Protocol Sections



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
▪ If there 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

<< 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.



▪ 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

Protocol Section 8.0 – Toxicities to be 
Monitored and Dose Modifications



Examples of Dose Modifications



Protocol Section 9.0 – Study Calendar 



Protocol Section 9.0 – Study Calendar 

▪ Assessments required 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
▪ This includes C2D1 pre-treatment lab abnormalities!



▪ Presents information regarding informed consent, 
IRB, drug accountability, and monitoring

▪ Adverse Event Reporting Requirements (older 
SWOG protocols)
▪ Includes instructions for reporting SAEs and, if 

applicable, AESIs

Protocol Section 16.0 – Ethical and 
Regulatory Considerations



Master Forms Set (All CRFs)

▪ Available in CTSU 
(Document Type = 
Case Report Forms)

▪ Contains all case 
report forms for a 
particular protocol, 
including those 
used to report 
adverse events



Reporting Adverse Events: 
NCI 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

▪Version 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 intervention indicated.

▪Grade 5 Death related to AE





Reporting Adverse Events: CTCAE Terms

• 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:

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

Pneumonia Lung infection

Thrombocytopenia Platelet count decreased

Shortness of breath Dyspnea



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 Description

Unrelated to Investigational 
Agent/Intervention

1- Unrelated The AE is clearly not related to the 
intervention

2- Unlikely The AE is doubtfully related to the 
intervention

Related to Investigational 
Agent/Intervention

3- Possible The AE may be related to the 
intervention

4- Probable The AE is likely to be related to the 
intervention

5- Definite The AE is clearly related to the 
intervention



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?

• Is the AE immune-related?
• Onset date
• Resolution date

• Ongoing?
• Action taken with study drug

• Outcome of AE
• Treatment received for AE?



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!



Questions?  
Please Us:

➢ Also refer to the 
SWOG ORP Manual, 
available in the CRA 

Workbench!

BreastQuestion@crab.org 
CancerControlQuestion@crab.org
GIQuestion@crab.org
GUQuestion@crab.org
GYNQuestion@crab.org
LeukemiaQuestion@crab.org
LungQuestion@crab.org
LungMAPQuestion@crab.org
LymphomaQuestion@crab.org
MelanomaQuestion@crab.org
MyelomaQuestion@crab.org 
RareTumors@crab.org



Serious Adverse Event 
Reporting

Maggie Spillers, BSN RN
Lead SAE Coordinator

Spring 2022



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. 

CTCAE 5.0



Serious Adverse Events

• 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.

AEs vs SAEs

Serious Adverse Events Adverse Events



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. 



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.

CTCAE 5.0



CTCAE Adverse Event Grades

▪ Grade 1 - 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. 

▪ Grade 5 - Death related to AE.



SAE Reporting Criteria Can Be Found

Section 8     OR Section 16.1



SAE Reporting Table

Example of SAE 
Reporting Criteria for 
Investigational Agent



SAE Reporting Table

Example of SAE Reporting 
Criteria for Commercially 

Available  Agent

Grade 4, Unexpected, and
Possibly, Probably, Definitely 

Related

OR

Grade 5



Additional Reporting 
Requirements

A subsection that may 
contain information on 
events that are exceptions 
to expedited reporting as 
well as events that require 
expedited reporting 
regardless (AESI)



SPEER

Link to NCI 
Guidelines:

Adverse Event 
Reporting

Requirements

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:

• Death Attributable to CTCAE Term 

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

• Sudden Death NOS

• Disease Progression



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)

• Pregnancy Loss

• Death Neonatal

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


Secondary Malignancies

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 
malignancy is not considered a metastasis of the initial neoplasm.

SWOG requires all secondary malignancies that 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. 



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 in 
each protocol. 



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

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


CTEP-AERS Report Pathways

• 24-Hour Pathway
• 24-Hour Notification Report

• 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.  









Adverse Events: Report





ATTRIBUTION DESCRIPTION

Unrelated The AE is clearly NOT Related to 
the intervention

Unlikely The AE is Doubtfully Related to the 
intervention

Possible The AE May be Related to the 
intervention

Probable The AE is Likely Related to the 
intervention

Definite The AE is Clearly Related to the 
intervention

RELATIONSHIP

Unrelated to Investigational 
Agent / Intervention

Related to Investigation 
Agent / Intervention

Attribution



Attribution Error

Each adverse event 
must have at least one 
attribution of Possible, 
Probable, or Definite.



Attribution

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

• Treatment agent(s)

• Cancer

• Concomitant Medication

• Contributing Cause



Creating an Amendment

One Ticket 
per 

Course/Cycle 



Items 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 
questions.

• 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.

mailto:adr@swog.org


Reporter/Submitter

Reporter Information Section
• Reporter Name/Email/Phone

• 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.

• Check CTEP-IAM account

• Email member@swog.org



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

• Update Subject Status



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.

• 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.

mailto:adr@swog.org


SAEs and Audits

• SAEs Reported Late
• If no date of discovery is provided, SWOG uses the date of the report minus 

the date of event to determine late reporting.

• If a date of discovery exists, please enter it in CTEP-AERS Section 3: Describe 
Event.

• 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)
• Use the CIRB algorithm to determine reporting.

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


SWOG SAE Reporting Summary

• 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.
• For select SWOG protocols, SWOG will request documentation directly.

• For other protocols, NCI will request documentation.

Timely Reporting = Patient Safety & Regulatory Compliance



SWOG SAE Program Contacts

• General email: adr@swog.org

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

• 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


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

mailto:CTSUContact@westat.com
mailto:aemd@tech-res.com
mailto:ncictephelp@ctep.nci.nih.gov


Questions?  



Quality Assurance Program
Elaine Armstrong, MS

Quality Assurance Manager

Spring 2022



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

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

• Provide educational support for data quality and data 
management practices



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 



FDA Registration Study Site Visits

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

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



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



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.



The Audit Team

• QA representative

• One or more Nurse or CRA auditors

• NCI-CTMB observer occasionally in attendance



Site Representatives

• CRAs 

• Research Nurses 

• Principal Investigator or designate

• Regulatory Representative

• Pharmacy staff



Audit Process



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



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



IRB Audit – Local IRB

• 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)



IRB Audit – CIRB 

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

• Approved boilerplate language for ICFs

• Date of local implementation of protocol updates and 
consent versions

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

• NO COPIES OF CIRB APPROVAL DOCUMENTS REQUIRED



Consent Form Content

• Compared to model consent

• 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 



Delegation of Task Log
• Site Authority Log (delegation of authority, signatures, 

handwriting samples) for key research personnel to cover all NCI 
sponsored studies

• Delegation of Task Log (CTSU website)
o S1418 
o S1806 
o S1914
o LungMap sub-studies
o All registration studies
o All new studies that use investigational agents



Trial Master File
• Protocol

• Regulatory documents

• CLIA Certificates and list of normal lab values/range

• List of local SOPs

• Site training documents (GCP, protocol specific, etc.)

• Placeholder for centrally filed documents (e.g., CVs, 1572s)



Investigational Drug Accountability

• Review of Drug Accountability Record Forms: NCI DARF or 
NCI Oral DARF required for all studies using investigational 
agents
• Control and satellite records

• Complete and timely entries
• Good documentation practices
• Patient returns documented on Oral DARF



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



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 

• Assess security and storage conditions
• Verify physical inventory



Patient Case Review

• 10% of SWOG and CTSU accrual 

• 10% of treatment and cancer control cases

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

• Minimum of three cases

• One unannounced case for on-site audits



Patient Case Review: Categories

• Informed consent

• Eligibility

• Treatment administration

• Disease / endpoint assessment

• Toxicity  assessment

• General data quality



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

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

• If auditor will review records in EMR, EMR Source Documentation 
Locator Form must be completed prior to the audit



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



Eligibility

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

• 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.



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



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

• Off treatment follow-up conducted per protocol



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



General Data Quality

• Adequate source documentation

• Data accurately reported on the data collection forms

• Timely submission of data 

• Specimens/images/questionnaires submitted per protocol

• Good documentation practices



Exit Interview

• Meet with PI and staff

• Summarize findings

• Clear up any questions

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



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.



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.



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



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.



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

https://swog.org/


Additional Resource on SWOG website

• Guidance on record retention

• Guidance on reporting protocol deviations (in process)

• Internal QA audits

• Site Authority Log

• Links to NCI and PMB

• TMF requirements for FDA registration trials



Questions?



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

•S0221 was the first study to use STS

• It’s been 18 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 15.0 (Special Instructions)

•The consent form

•Rarely, section 12.0 (Discipline Review)



GUIDES AND TUTORIALS

•Protocol

•Written instructions

•Training module

•Data Coordinators































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 assigned 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



• The SWOG Biospecimen Bank is 

part of the Biopathology Center at 

The Abigail Wexner Research 

Institute at Nationwide Children’s 

Hospital.

• We serve 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)

2

Overview of the Biopathology Center (BPC)



………………..……………………………………………………………………………………………………………………………………..

Overview of Specimen Receipt

• On an average day, the BPC receives 100-160 packages, which 

may contain upwards of 1,000 specimens for all groups!

• We receive 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

• We accept all specimen types Monday – Friday.
– Shipments of fresh blood and bone marrow may be received on Saturday for 

immediate processing.

• Accurate specimen submission is crucial to our day-to-day 

operations.

3



………………..……………………………………………………………………………………………………………………………………..

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).

4



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 cannot assume any information!

5



………………..……………………………………………………………………………………………………………………………………..

Labeling Templates
• Specimen Labels, Avery 5160

• Every specimen submitted must be labeled!

• Biospecimen Processing and Submission Procedure Page on 

swog.org

6

Tissue Labels (FFPE, Snap Frozen)

Tissue with Microns Labels (for specimens that 

require micron thickness)

Basic Labels (Fresh or Frozen Blood/Bone 

Marrow/Urine Products)

Time-Based Labels (for studies where 

collection time is a labeling requirement)



………………..……………………………………………………………………………………………………………………………………..

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.

– Include SWOG patient ID# on every page of all paperwork.
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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 specimens according 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 in the morning 

– other carriers or shipping methods may delay receipt.   

8



………………..……………………………………………………………………………………………………………………………………..

Shipping Considerations

• Remember when shipping, that even if weather is fine where you 

are, the specimens are traveling from your city                    

9

FedEx Hub

SWOG Bank in Columbus, Ohio.



………………..……………………………………………………………………………………………………………………………………..
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Common Specimen Quality Issues
Issue Prevention
Specimen that should be frozen 
arrived thawed or with insufficient 
dry ice

• 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.

Blood / bone marrow is hemolyzed  
or clotted

• Thoroughly mix the specimen with anticoagulant in the 
tube immediately after collection. Do not shake or vortex, 
but gently invert tube 8 – 10 times after collection.

Specimen arrived in a cracked, 
broken, or leaking container

• Always use plastic collection tubes if submitting frozen 
specimens.

• Do not overfill cryovials (~1.5 mL liquid can be frozen in a 
2-mL cryovial).

• Package specimens carefully – if it rattles, don’t ship it!
• Be generous with bubble wrap – it’s both a good insulator 

and specimen protectant.
• Do not ship cracked, broken, or leaking specimens.

Incorrect specimen type received 
(e.g., protocol indicates to send 
whole blood, and blood arrives 
processed)

• Refer to the protocol  - verify that you are using the 
correct version.

• If the protocol is unclear – email the Bank.



………………..……………………………………………………………………………………………………………………………………..
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Common Shipment Issues
Issue Prevention

Missing Paperwork • STS packing list is always required.
• Pathology reports are required for all formalin-fixed 

paraffin-embedded (FFPE) tissue submissions –
including blocks, slides, and scrolls.

Missing information on
specimen label

• Include all required labeling information on all 
specimens submitted.

• Refer to protocol for any protocol-specific labeling 
requirements.

STS Packing List does not match 
specimens

• All specimen labeling information (identifiers, 
collection date, etc.) must correspond with the 
information entered in the STS.

• The number of specimens (e.g., number of tubes, 
vials, glass slides, etc.) received must match the STS 
packing list.

Insufficient dry ice • Include lots of dry ice all year round.
• Keep in mind that dry ice will sublimate at a rate of 

5-10 lbs. every 24 hours.



………………..……………………………………………………………………………………………………………………………………..

Helpful Sites

SWOG Biospecimen Processing and Submission Procedures

• General SWOG specimen submission guidelines, links to labeling 

templates, and more!  

• https://www.swog.org/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/

12

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
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Use the group emails above and please Reply All 

when responding so that our team can better assist you!

mailto:bpcbank@nationwidechildrens.org
mailto:bpcmglab@nationwidechildrens.org


………………..……………………………………………………………………………………………………………………………………..

Questions?
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Scientific Impact of the CRA
Michael LeBlanc



2

SWOG Myeloma Study S0777 

Key role of the CRAs in achieving high quality follow-up data and results 



Strong Result Because of Best Science and Data



Stages of Treatment Testing

• Phase I 
• The safe dose range,  side effects, early activity.

• Phase II
• 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).

• Phase III 
• Formal comparison of new treatment to standard treatment. 



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 



Variability and Bias

• What are they and how do they arise?

• What problems do they cause?

• How can they be prevented or reduced?



Variability and Bias

Accurate & Precise Accurate & Imprecise Inaccurate & Precise Inaccurate & Imprecise

Penn State Eberly College of Science



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.



How do we control variability? (cont.)

• Sample size 

Larger numbers of patients lead to reduced variability.



The CRA’s Role in Reducing Variability

• Verification of eligibility

• Avoidance of deviations from protocol treatment plans

• Submission of complete and timely data



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 study.



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.



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.



Patient B
7/13/2 5/4

Tx 2

Result: Progression 10/1 for Patient A and 7/1 for Patient B

Illustration of Impact Lost to Follow-up 

Registration 
Date

Assessment 
Date

Progression 
Date

Patient A
3/1 5/1 10/1

Tx 1

Assessment 
Date

7/1



Result: Progression 10/1 for Patient A and no progression for Patient B

Illustration of Impact Lost to Follow-up 

Registration 
Date

Assessment 
Date

Progression 
Date

Patient A
3/1 5/1 10/1

Tx 1

Assessment 
Date

7/1

Lost

Patient B
7/13/1 5/1

Tx 2
4/1



Bias

• Solution
• Ensure adherence to protocol requirements for follow-up examinations

• Schedule
• Have patients return for evaluation according to protocol schedule

• Tests
• Have all required tests performed at each evaluation



The CRA’s Role in Controlling Bias

• Verification of eligibility

• Adherence to protocol follow-up requirements



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



Estimated Survival
Study design: accrued over 3 years + 1 year of follow-up

Correct conclusion: new treatment does not help
survival outcome



Estimated Survival
Some Patients lost to follow-up on one arm

Incorrect conclusion: new treatment helps
survival outcome



What We Need

• Complete and timely submission of accurate

• Thorough documentation of all eligibility criteria



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



Effect of Non-dropout or Non-adherence on Sample Size

Non-adherence Rate
Sample Size

(Example)

0% 100

10% 123

20% 156

30% 204

40% 278

New sample size = sample size  (1-r)2



High quality data are essential 
for good studies.

Your efforts are essential for 
high quality data.



WHY IS IT ALWAYS CRITICAL?
Trial Monitoring

• Accrual monitoring (Stats, SC)

• Adverse event monitoring
• SC, Stats, AE coordinator

• CTEP-AERS reporting

• Monthly reports (AE and dose summaries)

• Interim Analyses

• Data and Safety Monitoring Committee (DSMC)



SWOG Data Safety Monitoring Committee

• Evaluation of interim results (endpoints, safety)

• Recommendations on when to stop accrual, when to report early results

• Evaluate data requests from disease committee leadership for planning 
purposes

• NEED HIGH QUALITY CURRENT DATA TO MAKE CRITICAL RECOMMENDATIONS



High quality and timely data 
are essential for good studies.

Your efforts are essential for 
high quality data.






