Lehana Thabane
Society for Clinical Trials President 2022-2023

Update on the financial health of the
SCT and how you can help strengthen
our great organization

One of the main responsibilities of the Presi-
dent is to oversee the general management
and business affairs of the Society. This in-
cludes its financial activities and potential
risks. At the start of my tenure this past May,
| requested an assessment of the Society’s
financial situation to better understand how
COVID-19 has impacted us.

During my review, it was clear that the Socie-
ty’s financial reserves have been declining
over the past few years (due to the pandemic
and other reasons outside of our control in-
cluding higher annual meeting costs and the
downturn of the financial markets).

| therefore made it a priority of mine to
strengthen the Society and improve our finan-
cial stability. As a rule of thumb, an organiza-
tion like ours should strive to have enough in
its financial reserves to operate for at least
two years.

SCT President’s Column

What measures have we put in place to
address the situation?

Together, with the Executive Committee and the
Board of Directors, we have developed a plan to
enable the Society to build up its reserves and
become even more stable and member-focused.
As part of prudent budgeting for this year, we
will be implementing the following measures:

e We are no longer going to offer virtual
attendance to our annual meeting, as expenses
for offering this remote option exceed the reve-
nue it generates.

e We increased membership dues from $180
to $220.

e We increased the registration fee for the
annual meeting from $595 to $695 to help us
cover the rising costs of putting on a live event.

e  We are investigating ways to reduce the high
food and beverage costs and may reduce or elim-
inate one or more of the provided breakfasts.

e  We reduced the number of concurrent ses-
sions offered at the Annual Meeting from six to
five to save on room rental and audio/visual ex-
penses.

e We formed a Strategic Planning Committee,
led by Mithat Gonen, whose responsibilities,
among others, include devising a strategy to
strengthen the financial health of the Society.

e We have also included a financial risk assess-
ment in the annual work plans of both the Execu-
tive Committee and the Board of Directors, to
ensure we continuously monitor the situation.

How can you help?
There are a few things you can do to help us including:
e Help us increase our membership by encour-
aging your colleagues and people in your profes-
sional networks (including your mentees and
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SCT President’s Column

trainees) to join the Society. Please share any additional ideas
you might have with the chair of the Membership Committee,
Dikla Blumberg (dikla.blumberg@gmail.com).

e Help usincrease the number of registrants at our May 21-
24, 2023, meeting in Baltimore by registering for the meeting,
which is our main source of revenue, and encourage others in
your professional networks to do the same. This is going to be
a great meeting and we anticipate registration will open in
early February.

e Support the Development Committee’s efforts to raise
funds. We need to attract new exhibitors and sponsors. For
more details, please reach out to the committee chair, William
Wang (William_wang@merck.com).

e Support the Outreach Committee with its engagement
activities. For more details, please reach out to the committee
chair, Rick Chappell (chappell@biostat.wisc.edu).

e Donate money to the Society and encouraging others in
your professional networks to do the same by going to
www.sctweb.org and clicking the ‘Donate’ button. We’ll recog-

nize our donors in an upcoming newsletter and will issue tax
receipts for all donations made.

e Share your ideas with the chair of the Strategic Planning
Committee, Mithat Gonen (gonenm@ mskcc.org). The com-

mittee will communicate the results of their work at our up-
coming annual meeting in Baltimore.

You can also contact me directly at thabanl@mcmaster.ca, if
you have any ideas related to how we can enhance the future
stability of the Society so that we can continue to grow and
increase the support we provide to our members. In the mean-
time, please know that | remain confident in the Society and in
our ability to become stronger and more vibrant than ever.

Thank you,
Lehama Thabhane,

SCT President

Is Your Membership Expiring?

Don’t forget to renew your membership for the new year! Your dues help sustain the society in its mission

and provides benefits such as webinars and a discounted registration fee for the meeting.

Visit sctweb.org to renew now!

CLINICAL
TRIALS

Jowrnal of the Sockty bor Omial Triss

By Colin Begg, Editor

design for testing multiple vaccine candidates
against the Marburg virus that uses a mix of
individual and cluster randomization. Tasmin

The November issue of Clinical Trials includes
articles on a wide variety of topics relevant to
the practice of clinical trials. Authors from the
Cholesterol Treatment Trialists Collaboration
address the challenges of harmonizing data on
adverse events in a meta-analysis of 23 statin
trials. Stephanie Morain and colleagues
demonstrate how sharing participant level

Ira Longini and colleagues describe a creative

November, 2022 Issue Highlights

components is critical for interpreting the results
of trials of self-management interventions. And
Brad Hammill and colleagues evaluate the use of
real world data by comparing them with trial
data, finding that real world data may not yet be
ready for prime time. As always we welcome
submissions of articles from SCT members as well
as the wider academic community.

data from pragmatic trials can present distinct
ethical challenges for individual participants.

Follow us on twitter

@clintrialsj to keep up to

date with the latest from
the journal.

Rookes and colleagues explain that the con-

cept of fidelity of the distinct intervention
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SOCIETY FOR CLINICAL TRIALS

Nominations Still Open for the

44th Annual Meeting of the Society for Clinical Trials!
The meeting theme is: “Championing High-quality Evidence
to Optimize Human Health.”
May 21-24, 2023
Baltimore Marriott Waterfront
Baltimore, MD

All submissions must be made via the SCT website.

Fellow of the Society for Clinical Trials Nominations
Deadline: January 30, 2023 by 11:59 pm ET
David Sackett Trial of the Year Nominations
Deadline: January 16, 2023 by 11:59 pm ET

ED&I Early-Career Award Nominations
Deadline: January 6, 2023 by 11:59 pm ET

Visit the SCT website for more information.

Join SCT

Contact SCT

Society for Clinical Trials | 85 W Algonquin Road, Suite 550, Arlington Heights, IL 60005

Experience Charm City like never before at Baltimore Marriott
Waterfront. Ideally situated in the Harbor East neighborhood, our
waterfront hotel provides unparalleled access to Fells Point, the
National Aquarium and the restaurants and shops of the Inner Harbor.

Redesigned accommodations offer views of the harbor or the Baltimore

skyline, and include modern technology, premium amenities and deep

soaking tubs.
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Member Spotlight

What is your current position?

I am a doctoral student in biostatistics and graduate research assistant at the
Medical University of South Carolina (MUSC).

What are your past positions?

| worked as a chemist and neuroimaging analyst before enrolling in the MPH pro-
gram at MUSC. Between the completion of my MPH and enroliment in the PhD
program, | worked as a master’s level statistician for the Data Coordination Unit
(DCU) in the Department of Public Health Sciences at MUSC.

What is your training?

| earned a BS in chemistry before pursuing an MPH in biostatistics. During my time
in the PhD program, | have had the privilege to work with and learn from the clini-
cal trialists in the DCU.

What are your specific research interests?

My research focuses on the effect of subject accrual on futility analyses in time-to

Corinne McGill, MPH -event studies with variable follow-up.
What are your hobbies (outside of work)? What do you enjoy most about attending the SCT Annual
Meeting?

I love maintaining an active lifestyle which includes walking

my dog, hiking, cycling, lifting weights, and yoga. | also enjoy | most enjoyed the opportunity to connect with and learn
experiencing new parts of the world, listening to music, and from other clinical trialists.

keeping up with the latest fashion/beauty trends.
What advice would you have for junior researchers just

What is your favorite part about being involved in clinical starting out in the field of clinical trials?

trials?

| am still a junior researcher myself, but | would encourage
I love having the opportunity to collaborate with and learn my peers to seek out meaningful research and collaborators
from experts in various biomedical fields, and | am very mo- with whom you work well.

tivated by the idea my everyday contribution could lead to a

breakthrough in the treatment of a debilitating illness. What is one strategy you have used to maintain your sanity

Your | ¢ - during the recent months/years?
our least favorite?

No matter how busy my work schedule is, | make time to
exercise every day and have at least one social outing per
week. Something as simple as a quick lunch with a friend
can really boost my productivity.

Experimenting on human subjects carries a great amount of
responsibility and can cause me to second-guess even the
smallest decisions.

What role(s) did/do you play in SCT?

In May 2022, | attended the SCT Annual Meeting for the first
time where | moderated a session and presented my re-
search. It was a very educational and empowering experi-
ence, and | hope to become a more active SCT member in
the future.
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SCT Webinar Highlights

The Estimand Framework from the ICH E9(R1) Statistical Principles for Clinical Trials
Addendum: Current Implementation Status and Looking Forward

June 6, 2022, 12:00 — 1:30 pm Eastern Time (11:00 am — 12:30 pm Central Time)

Organizer and Presenter: Xiangrong Kong, PhD, Associate Professor, Johns Hopkins University

Presenter: Godwin Yung, PhD, Principal Statistical Methodologist, Genentech

Presenter: Rachael Lawrance, CStat, Director & Functional Lead Statistics, Adelphi Values

Presenter: Yixin Fang, PhD, Director, Global Medical Affairs Statistics, Abbvie

Discussant: Catherine Njue, PhD, Manager, Office of Biostatistics, Health Products and Food Branch (HPFB) of Health Cana-
da

This webinar focused on educating attendees on the Estimand Framework proposed in the ICH (International Council for
Harmonization) E9(R1) Statistical Principles for Clinical Trials Addendum released in November of 2019. Highlights from the
presentation included:

Coverage of the Statistical Principles for Clinical Trials ICH E9(R1) Addendum

Explanation of the Estimand Framework (EF) and what constitute the framework

Applications of EF in designing clinical trials

Preparation for adopting the EF in conceptualizing and designing research studies and clinical trials

el N

Xiangrong Kong, PhD
Johns Hopkins University

@ Godwin Yung, PhD
' Genetech

«///////Mlmm.

Yixin Fang, PhD
abbvie

Catherine Njue, PhD
Health Products and

Food Branch (HPFB)
of Health Canada

Rachael Lawrance, CStat
Adelphi Values

e
Interested in Presenting a Future SCT Webinar?

We encourage all SCT members interested in sharing their knowledge and expertise on a particular topic to sub-
mit a Webinar Proposal Form for the SCT Education Committee’s review and consideration. To access the SCT
Sponsored Webinar Proposal Form, go to https://www.sctweb.org, click on the Member Sign-In button and log-
in. On the Members-Only Area Home page, click on “Propose a SCT Webinar!” in the menu on the righthand
side of the screen. Complete and return the Webinar Proposal Form to info@sctweb.org. We look forward to
receiving your proposal:



https://www.sctweb.org
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SCT Webinar Highlights

The PROTEUS Consortium: An Interdisciplinary Collaboration Promoting Quality
Patient Reported Outcomes in Clinical Trials

February 15, 2022, 11:00 am —12:30 pm EST

Moderator and Presenter: Michael Brundage, MD MSc, Professor Queen’s University.

Introduction: Mithat Génen, PhD, Professor, Memorial Sloan-Kettering Cancer Center, SCT President
Presenter: Claire Snyder, PhD, Professor, Johns Hopkins University and Bloomberg School of Public Health
Presenter: Albert Wu, MD, MPH, Johns Hopkins Bloomberg School of Public Health

The purpose of this webinar was to inform attendees on the Patient Reported Outcomes — Engaging Users and Stakehold-
ers (PROTEUS) Consortium which ensures that patients, clinicians, and other decision-makers have quality Patient Reported
Outcomes (PRO) data from clinical trials to make the best decisions they can about treatment options. Highlights from the
webinar included:

1. Review of the potential for PROs from clinical Trials to inform clinical care

2. Review of the evidence for existing barriers to reaching this potential

3. Introduction of the PROTEUS consortium as an interdisciplinary project to address these barriers by promoting and

disseminating tools designed to improve the quality of PRO components of RCTs

4. Review of the PROTEUS tools that provide guidance for quality of PROs in clinical trials all of which are freely avail-

able on the PROTEUS website (www.theproteusconsortium.org).

PROTElD)

CONSORTIUM

Ethics of Trust and Trustworthiness in Health Research: How far have we come?
Where should we be going?

April 27,2022, 1-2 pm ET
Presenter: Stephen Olufemi Sodeke, PhD, MA (Bioethics and Health Policy), Resident Bioethicist, Center for Biomedical
Research, Professor of Bioethics and Allied Health Sciences, College of Arts & Sciences, Tuskegee University

This seminar informed attendees about the importance of promoting and maintaining a culture of trust and trustworthi-
ness when collaborating with research partners, institutions, and networks engaged in biomedical and health research is
crucial for an ethical research. The seminar sensitized stakeholders to the need for increased awareness of, and intentional
reflections on the tensions, concerns, and other pertinent issues moving forward.
Highlights from the webinar included:
1. Review of the concepts of trust and trustworthiness
2. Discussion of the need for reflection on issues of trust and trustworthiness in biomedical and health research
3. Discussion regarding the implications of a “culture of trust and trustworthiness” in collaborating with research
partners and institutions
4. Delineation of the practical steps for promoting trust and trustworthiness among collaborating researcher, institu-
tions, and those volunteering for research
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VOLUME 33,#8 PAGE 7

SCT Webinar Highlights

Considerations when Collecting Real World Data (RWD) and Evaluating Real World
Evidence (RWE) from Expanded Access Programs

June 2, 2022, 1:00 — 2:30 pm Eastern Time

Presenter: Alison Bateman-House, PhD, MPH, MA, Assistant Professor of Medical Ethics, Department of Population Health,
New York University Grossman School of Medicine

Presenter: Hayley Belli, PhD, MS, Assistant Professor of Biostatistics, Department of Population Health, New York Universi-
ty Grossman School of Medicine

This seminar informed participants about collecting and evaluating real-world data (RWD) and real-world evidence (RWE)
from Expanded Access programs. RWD are defined as any data relating to patient health status and/or the delivery of
health care routinely collected from a variety of sources. RWD may, in some situations, generate real world evidence
(RWE), i.e., insights allowing for decision making regarding the usage and potential benefits or risks of a medical product.
Expanded Access is a regulatory pathway that allows patients to use investigational products outside of clinical trials when
specific conditions are met. RWD collection from this non-trial use offers an opportunity to learn about the unapproved
products’ safety and efficacy in situations where there is no ongoing clinical trial or in patients who are outside the parame-
ters of trials of the product.
Highlights from the webinar included:

1. Review of RWD, including how it is used in research, and RWE

2. Review of Expanded Access, and understand how Expanded Access programs differ from RCTs or observational
studies

3. Description of opportunities and limitations for collecting RWD from Expanded Access programs (EAPs)

4. Discussion of potential benefits and harms of collecting RWD from sponsor, payer, and patient advocacy perspec-
tives

5. Review of the ethical and research regulatory questions surrounding the collections and use of RWD from EAPs

6. Review of statistical considerations for RWD collected from EAPs that yield high-quality and impactful research

Alison Bateman-House, PhD, MPH, MA
New York University Grossman School of Medicine

Hayley Belli, PhD, MS
New York University Grossman School of Medicine
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Highlights From the Web
NCI Interview with Dr. Naoko Takebe on the Perception of Early Phase Trials

Do you feel like there are misconceptions about phase 1 clinical trials?

Yes, the perception of the potential benefit to patients hasn’t caught up with modern
drug development. In the past, participants in phase 1 trials generally have had low
tumor response rates, about 4%—-5%. In addition, the primary purpose of phase 1 tri-
als is to assess safety. So, some doctors have not been enthusiastic about referring
patients to phase 1 trials.

People also have to go through the standard treatment options first, and usually only
those patients who run out of those options, or are not able to receive those stand-
ard options for some reason, are eligible to participate in a phase 1 trial. So there
have been concerns about including people with advanced cancer, who may be very
ill, in early clinical trials.

But we and others have now shown that things have changed. Participating in phase
1 trials has more potential for clinical benefit than is commonly believed, largely due
gl f to the development of modern cancer drugs, like targeted therapies, immunothera-
Naoko Takebe, M.D., Ph.D. pies, and new combination therapies.

NCI Cancer Therapy Evaluation Program
So | hope this analysis will have a positive impact on the enrollment of patients into

(Sl [Efalel ) Colaeel (s phase 1 trials by doctors, who may feel more comfortable referring patients.

You found a few groups of people who had a slightly higher risk of treatment-related death in phase 1 trials compared with
participants overall, including those who were older and sicker, and who had liver problems. Should these people not partici-

pate in clinical research?

No, they can definitely still participate, as long as they meet all the criteria for participation in a trial, and their doctor agrees
it’s safe. And we have to overcome the misperception that they can't.

In addition to the newer types of drugs being developed, we’ve also had advancements in supportive care. In all clinical trials,
we're now much more proactive in supporting patients, including providing pain control and palliative care services, and
watching for and appropriately managing side effects.

So factors like age should not necessarily stop patients from participating in a phase 1 clinical trial. But they should serve as
an alert for the clinical trial team to be aware, to make sure patients understand the risks, and to monitor older, sicker pa-
tients more closely.

Read the full interview on the NCI website

) NATIONAL CANCER INSTITUTE



https://www.cancer.gov/Common/PopUps/popDefinition.aspx?id=CDR0000044085&version=Patient&language=en
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https://www.cancer.gov/news-events/cancer-currents-blog/2022/phase-1-cancer-clinical-trials-benefit-participants
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THANK YOU TO OUR CORPORATE SPONSORS!

e
janssen

PHARMACEUTICAL COMPAMNIES
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JANSSEN RESEARCH & DEVELOFMENT

Cur missian st transfarm irdividusl lives ard fundsmentally change the way
diseases are managed, imterprezed, ard prevenced. W bebeve thes challenging

semshing Is the best ey 19 shangs &

Gold Sponsor

ERISTOL MYERS 5QUIBE

Bristal My=rs Squibb is a leading global biopharma
campany focused on discovering, develaping and
delivering innovative medicines for patients with
seriows diseases in arees induding oncalogy.
hematology, Immunology. cardiovasaular, flbrosis
and neurosciance. Our employees wark every day

to transform patients’ lives through sciznce,

OTSUKA PHARMACEUTICAL CO., LTD

Otsuka Pharmaceutical Co., L. is & global
healthcare company with the corporate philosophy:
"Orsuks-psople creating new products for betier
heslth worldwide " In the LS., Ctsuks America
Pharmaceutical, Inc. manufactures, markess, and
distributes pharmaceuticals and medical devices in
the challenging areas of neurosciencs, nephrology,

and digital h=alth sclutions.

Gold Sponsor
FRONTIER SCIENCE FOUNDATION

Frontier Science Foundation is a not-for-prefit
research organizaton dedicatad to the
improvernent of data management and stati stica

guality in clinical trials and medical reszarch.
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Gold Sponzor
GW BIOSTATISTICS CENTER

The GV Biozeatistice Cantar has 8 47 yaar hiztary of
leadership in practice-changing cinical trials and

biastaci

tical methadalogy research. Center
research has been recognized in reports o the US
President and Congress and resulted in ower 80

NEJM publications.

Gold Sponsor
MERCK

For more than a century, M50 has been inventng
for life, bringing forward medicines and vaccines for
m=ny of the warld's most challenging dis=sses.
Todey, M5D comtinues 1o be at the forefrant of

research to deliver inrovative health sclutions and

advance the prevertion and trestment of

that threaten people and animals around the world

AMGEN

Amgsn strives to serve patients by transforming the
promise of science and bistechnclogy inta
therapies that have the power to restore health or
save lives. In everything we do, we alm to fulill our
mission to serve patisnts. And every step of the

way, we sre guided by the veluss that define us.

BERRY CONSULTANTS

Berry Consultents is a statistical consulting
company spedalizing in mnovative dinicaltrisl
design, Bayesian anzhysis, adapave clinical orial
execution, 2nd simulation software salutions for

the pharmacectical and medical device industry.

UNIVERSITY OF WISCONSIN DCC

The Data Coordinating Certer (CC) is 3 component

of the Clinical Trizls Program inthe Department of

Biostatistics and Medical Infarmatics at the UW

Scheol of Medicine and Public Health. The DCC

supparts investigator-initiaved NIH or industry-
sponsored RCTs. We provide expertise in planning.

conduct, monitenng, and analysis of clinical trials

VERTEX

programs in CF.

Wertex is = globsl bistechnolagy compary that
Invests in sdendfic Innovation w creae
transformative medicines for people with serious
diseases. The company hes mukiple sporoved
mediones that treat the urderlying couse of qrsiic
fibrosis (CF] - a rare. | fe-threatening genetic disease

- and hes seversl ongeing clinical snd ressarch
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Save the Dates - Upcoming SCT Annual Meetings

44th Annual Meeting
May 21-24, 2023
Baltimore, MD

85 W. Algonquin Road
Suite 550

Arlington Heights, IL 60005
(847) 427-8010

Executive Director
Kevin Bragaw

Program & Governance Manager
Lisa Aguado

info@sctweb.org
www.sctweb.org

@SCTorg y
@sct.org 0

Webmaster: John Hepler
Advisor to Executive Committee:
Domenic Reda

Newsletter Editors: I-Hsin Lin,
Lee McDaniel

45th Annual Meeting
May 19-22, 2024
Boston, MA

Information About SCT

Executive Committee (2022-2023)
Lehana Thabane (President)
Dixie Ecklund (President-Elect)
Mithat Gonen (Past-President)
Li Chen (Treasurer)
Michael Grayling (Secretary)
Board of Directors (2021-2022)
Kaleab Abebe (2020-2024)
Jody Ciolino (2022-2026)
Denise Esserman (2021-2025)
Alexia lasonos (2019-2023)
Masha Kocherginsky (2022-2026)
Robert Lindblad (2019-2023)
Theodore Lystig (2022-2025)
Letitia Perdue (2020-2024)
Julianna Tolles (2021-2025)
Committee Chairs (2022-2023)
Program:

Karla Hemming (Chair)
Charity Patterson (Co-Chair)
Sharon Yeatts (Past Chair)
Equity, Diversity & Inclusion:
Kaleab Abebe (Chair)
Mitra Lewis (Co-Chair)
Fellows:

Valerie Durkalski (Chair)
Christopher Coffey (Co-Chair)

46th Annual Meeting
May 18-21, 2025
Vancouver, BC, Canada

Education:

Larisa Tereshchenko (Chair)
Gustavo Jimenez-Maggiora (Co-Chair)
Sonia Jain (Past Chair)
Communication:
Mei-Yin Polley (Chair)
Andrew Althouse (Co-Chair)
Lee McDaniel (Past Chair)
Development:
William Wang (Chair)
Pralay Mukhopadhyay (Co-Chair)
Ivan S.F. Chan (Past Chair)
Membership:

Dikla Blumberg (Chair)
Julie Qidwai (Co-Chair)
Nominating:

Emily Dressler (Chair)
Sameer Parpia (Co-Chair)
Outreach:

Rick Chappell (Chair)
Amarjot Kaur (Co-Chair)
Student Scholarship:
Michael Grayling (Chair)
Ludovic Trinquart (Co-Chair)
Cody Chiuzan (Past Chair)
Trial of the Year:
Suzanne Dahlberg (Chair)

Andrew Cook (Co-Chair)



mailto:info@sctweb.org
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https://twitter.com/sctorg
https://www.facebook.com/SCT.org/

