Lehana Thabane
Society for Clinical Trials President 2022-2023

We need all hands on deck in the leadup to
the 44" annual meeting in Baltimore.

Preparations for the 44th Annual Meeting of
the Society for Clinical Trials in Baltimore,
Maryland, have begun with earnest. The
theme for next vyear’'s meeting is
“Championing High-quality Evidence to Opti-
mize Human Health”. | am pleased to note
here that our dedicated Program Committee,
with support from the Education Committee,
the EDI Committee, and the Student Scholar-
ship Committee, continue to plan for an en-
riching experience for all our members and
trainees.

For your consideration, | have highlighted
below a list of the ‘milestone’ events and
awards tied to next year’s meeting.

e Annual Meeting Submission Portal is
Open (Invited and Contributed Presenta-
tions, Sylvan Green Travel Award Submis-
sions, Thomas C. Chalmers Student Schol-
arship Submissions, and Roundtable Top-
ic Submissions)

e 2023 EDI Early Career Award

2023 EDI Student Travel Award

SCT President’s Column

More details on these events, awards and more
are forthcoming, beginning with the October
edition of our newsletter. In the meantime, |
kindly ask that you begin to think about how you
might be able to assist the Society in promoting
next year’'s meeting across your professional
networks.

A call for proposals has gone out, and | encour-
age all our members to take the time to submit
one for an invited session, contributed session,
or roundtable discussion. You can also mentor
someone through the process of putting togeth-
er an invited session. Our ability to feature an
enriching, educational, and exciting program
depends mostly on the diversity of the proposals
we receive. The richer and more diverse the pool
of proposals, the better the program will be.

| also encourage our members to consider nomi-
nating a trainee for a travel award or scholarship.
While this might seem like a mundane activity,
winning an award or scholarship can transform
the trajectory of a trainee’s academic, personal,
and professional future. Success breeds success:
many leaders in trials who developed innovative
interventions and discovered cures for diseases
started their journeys with small successes, such
as winning a travel award to attend a conference.

Thank you, and | very much look forward to your
enthusiastic participation in the leadup to and
during next year’s meeting.

Sincerely,

Lehama Thakare,
SCT President
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CLINICAL October, 2022 Issue Highlights
TRIALS

sl St s s s The October issue of Clinical Trials is led by a  processing methods to derive performance sta-

series of articles on how to address the con-  tus from free text in a lymphoma clinical trial.
founding effects of temporal drift in platform
trials. Ben Saville and colleagues approach
this using Bayesian methods, while lan
Marschner and Manjula Schou propose adap-
tation of netV\./ork mfeta-analysis techniques. A Follow us on twitter @clintrialsj to keep
commentary is provided by Marta Roig, Franz
Konig, Elias Meyer and Martin Posch.

As always we encourage all SCT members to
submit their best ideas for publication in the
Society journal.

up to date with the latest from the jour-
nal.

Jessie Pappin and colleagues take a historical
deep dive into the clinical trials evidence sup-
porting Health Canada’s approval of Oxycon-

tin.

By Colin Begg, Editor

Jack Wolf and colleagues address the thorny
question of how to perform analyses to de-
tect heterogeneous treatment effects in clini-
cal trials while controlling false positives.

Julie Hom and colleagues use an example to
investigate the capability of natural language

Call for President-Elect and Board of Directors Nominations

Deadline: October 31, 2022

We are soliciting nominees for President-Elect for 2023-2024
and
Two members of the Board of Directors for 2023-2027

Nominees should be a member of the Society in good standing for at least five consecutive years and pref-
erably an active participant in SCT activities and/or committees

SCT is strongly committed to achieving equity, diversity and inclusion (EDI) within leadership. We seek nominees well
respected in any area of clinical trial activities, whether it be in information technology, patient care, statistics, pro-
ject management, regulatory affairs, epidemiology, laboratory sciences, or any of the other disciplines that are im-
portant for the planning, conduct, analysis, interpretation and reporting of clinical trials. Additionally, we encourage
international nominees in addition to those residing in the US. If you have suggestions for possible nominations,
please reach out to Emily Dressler, Chair of the SCT Nominating Committee via email.

2022-2023 Nominating Committee
Emily Dressler, Chair ® Sameer Parpia, Co-Chair
Lehana Thabane e Dixie Eckland e Alexia lasonos ® Masha Kocherginsky ® Sharon Love



https://twitter.com/search?q=%40clintrialsj%C2%A0&src=typed_query
mailto:edressle@wakehealth.edu?subject=SCT%20Nominations
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Submit a Proposal/
Abstract
SOCIETY FOR CLINICAL TRIALS

Submission Portal is Now 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.

Thomas C. Chalmers Student Scholarship Submissions
Deadline: October 28, 2022 by 11:59 pm ET
Sylvan Green Travel Award Submissions
Deadline: October 28, 2022 by 11:59 pm ET
Roundtable Topic Submissions
Deadline: October 28, 2022 by 11:59 pm ET
Contributed Presentations (Oral/Poster)
Deadline: November 14, 2022 by 11:59 pm ET

Join SCT

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

= g ANarrioft-
B FAm "”:‘ < | Experience Charm City like never before at Baltimore Marriott

i :,“ l “ hl “ 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.



https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fr20.rs6.net%2Ftn.jsp%3Ff%3D001LfRRR0ZtX-jn_EwoEaRawTcg878GdeIp33sdjF09WAmwMzrTlRRg3jUReDSj5oocE5kOyzIO8k3--RT5BarlIkzqCjgrR2QJG6-nPZzQQwHZHXTC8WJFVKT2PRvcfyXCvrt0QyFecWUYIf9k2OjVFg%3D%3D%2
https://www.sctweb.org/meeting/#abstract
https://www.sctweb.org/meeting/#abstract
https://www.sctweb.org/meeting/#abstract
https://www.sctweb.org/
https://www.sctweb.org/
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Member Spotlight

nation.

Cristina Murray-Krezan, PhD

What is your current position?

Biostatistician and Associate Professor of Medicine at the University of Pittsburgh.
I am also the Associate Director for Clinical Trials in Pitt’s Center for Research on
Health Care, and the Co-Director of the Center for Clinical Trials and Data Coordi-

What are your past positions?

Before coming to Pitt in 2021, | was at the University of New Mexico for 11 years
where | was the co-founding Director of the UNM Statistics and Data Coordinating
Center. | also worked with UNM'’s Clinical and Translational Science Center and

Comprehensive Cancer Center.

What is your training?

I have a BS in Astrophysics, and MS and PhD in Statistics.

What are your specific research interests?

I enjoy working on clinical trials and observational studies
that aim to improve the lives of underrepresented and mar-
ginalized populations in areas including substance use disor-
der, pain, and social isolation. | also have an interest in
methods to identify and adjust for the presence of informa-
tive censoring in survival analysis.

What are your hobbies (outside of work)?

Currently | am taking a rowing class and enjoying the Alle-
gheny River. After watching my son earn a black belt in
taekwondo, my husband and | started taking taekwondo
classes this last year. | adore hiking and in my past life ran
two marathons. | also play the flute and piano and love gar-
dening.

What is your favorite part about being involved in clinical

trials?

I think I love almost everything about clinical trials. | enjoy
the challenge of the proposal stage and helping clinical in-
vestigators to refine their outcome measures. | enjoy con-
tributing to protocol development and writing the statistical
analysis plans. Being actively involved in developing the da-
tabases and overseeing the data collection efforts is reward-
ing and nothing beats seeing the first enrollment reports!
Analyzing the data and writing manuscripts also great. The
best part, though, are the wonderful collaborations built
with research teams, from Pls and clinicians to data analyst
staff and data collectors.

Your least favorite?
Honestly? Sample size calculations.
What role(s) did/do you play in SCT?

| have been a member of SCT since 2012. I'm enjoying my
second year on the Membership Committee and first year
on the Program Committee. | also was a member of the
Nominating Committee last year.

What do you enjoy most about attending the SCT Annual
Meeting?

It is wonderful meeting others, regardless of discipline, who
enjoy clinical trials as much as | do. The conference is pretty
laid back but the sessions are engaging, interesting, and
useful. | can definitely say I've made new friends at the An-
nual Meetings.

What advice would you have for junior researchers just

starting out in the field of clinical trials?

Identifying productive and supportive teams to work with is
a bit of trial and error at first. Find a supportive mentor who
is either involved in clinical trials or who can help connect
you to others in clinical trials. Go with your gut on who
might make a good collaborator and don’t be afraid to ask
lots of questions to help you make this determination.

Where and when was your favorite SCT meeting (so far)?

It has the be the Liverpool meeting where | attended some
great short courses and talks. | also took an extra day to
explore Wales!
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Hundreds worldwide celebrated the 1% International Day of

Women in Statistics and Data Science

The Inaugural International Day of
Women in Statistics and Data Sci-
ence celebrated on October the
11th with support from SCT and
35 other statistical and data sci-
ence organizations around the
world. It was a great success gath-
ering 205 statisticians and data
scientists from 36 countries (most
participants coming from US, Por-
tugal and UK; see bar chart) of
which 55% were academics, 17%
students, 10% worked in non-
profit organizations or other, 9%
were business or industry work-
ers, and a final 9% worked in gov-
ernment. The fascinating selection
of sessions included topics as var-
ied as work-life balance, gender
issues in statistics and covid-19
studies (see word cloud for a sum-
mary). The subsequent lively dis-
cussions raised common worries
and challenges faced by women in

the field. The SCT spon-

sored a session on Biosta-

tistics Leadership in On- 40
cology Clinical Trials, high-
lighting leadership and
contributions made by
three women biostatisti-
cians in cancer clinical
trials, representing three
major cooperative groups
funded by the National
Cancer Institute in the
United States: Alliance,
SWOG, and the Pediatric 10
Brain Tumor Consortium

(PBTC). Sumithra Mandre-

kar from Mayo Clinic cov-

30

Frequency
S

ered the all-important 0 Ll

topics of precision medi-
cine and patient reten-
tion, Megan Othus from
Fred Hutchinson Cancer
Research Center shared
important lessons learned
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Hundreds worldwide celebrated the 1% International Day of

Women in Statistics and Data Science

from implementing a
novel endpoint is a ran-

domized Phase 2 trial © \G-. International Day of {f, \\"h%”;df“f —

for high-risk resectable \\"5\ Women in Statistics ‘l Statistics E
melanoma (SWOG Can- \M) . i

cer Research Network & Data Science 0 SPE 11 October 2022
Trial S1801at), and Arzu Q’ Sociedade Portuguesa

Onar-Thomas from St. q8 Extatisics PEXY

Jude  Children’s  Re- @

search Hospital dis- Biostatistics
cussed approaches to
clinical trial designs in
pediatric brain tumors. in Oncology
Thg record.ings from Clinical
their talks will be made

3:45pm — 5:00pm (UTC)

Leadership
11:45am — 1:00pm (ET)

available on the event’s  Trials AN
website idwsds,org_ The Sumithra Mandrekar Megan Othus Arzu Onar-Thomas

.. . Mayvo Clinic Fred Hutchinson St. Jude Children’s Sponsored by & )S CT
organizing committee Cancer Research Center Research Hospital % S

and main sponsors, the Caucus for Women in Statistics and the Portuguese Statistical Society, thank all contributors and
supporting organizations, and would like to invite future volunteers to join the 2023 organizing committee by emailing id-
wsdsl@gmail.com.

Upcoming Webinar: Design and Analysis Considerations in Immuno-Oncology
Trials under Delayed Treatment Effect—November 30

The novel mechanism of action of immuno-oncology (10) agents, in treatment of various types of cancer, poses unique
challenges during the design and analysis of clinical trials. This includes observation of a delayed separation (or sometimes
crossing) of Kaplan-Meier curves, likely due to heterogeneous treatment effect over time. Although the Logrank test is con-
sidered the gold standard for comparing 2 survival curves in pivotal registrational trials, novel 10 therapies often violate the
proportional hazards (PH) assumptions over time resulting in loss in power. Interpretation of treatment effect can also be
challenging, as traditional summary measures such as Hazard Ratios (HR) and median survival can be less intuitive. In this
webinar, we discuss these issues surrounding 10 drug development using real life case studies of anti-PD1/PDL1 agents and
propose ways of addressing these concerns.

Interested in Presenting a future SCT Webinar?

We encourage all SCT members interested in sharing their knowledge and expertise on a particular topic to submit a Webi-
nar Proposal Form for the SCT Education Committee’s review and consideration. To access the SCT Sponsored Webinar Pro-
posal Form, go to https://www.sctweb.org, click on the Member Sign-In button and login. 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!



http://www.idwsds.org
mailto:idwsds1@gmail.com
mailto:idwsds1@gmail.com
https://sctweb.org/
mailto:info@sctweb.org
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THANK YOU TO OUR CORPORATE SPONSORS!

e
janssen

PHARMACEUTICAL COMPAMNIES

oF gu%mqgcfm«m1

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.

PAGE 7

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)
Education:

Larisa Tereshchenko (Chair)
Gustavo Jimenez-Maggiora (Co-Chair)
Sonia Jain (Past Chair)

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

Communication:
Mei-Yin Polley (Chair)
Andrew Althouse (Co-Chair)
Lee McDaniel (Past Chair)
Development:
William Wang (Chair)
Pralay Mukhopadhyay (Co-Chair)
Equity, Diversity & Inclusion:
Kaleab Abebe (Chair)
Mitra Lewis (Co-Chair)
Fellows:

Carol Redmond (Chair)
Valerie Durkalski Co-Chair)
Membership:

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

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

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

Andrew Cook (Co-Chair)



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

