Lehana Thabane
Society for Clinical Trials President 2022-2023

Some key lessons from the COVID-19 pan-
demic and their implications in shaping our
research agenda

While the COVID-19 pandemic has had signifi-
cant and devastating negative impacts on
almost every aspect of life - health, social,
economic, academic and financial - it has also
presented a great opportunity to highlight the
value of science in society. In particular, the
clinical trials community responded with soli-
darity and speed to investigate different ther-
apies to treat the disease, and to develop and
test different vaccines to prevent infections
and associated serious outcomes.

Clinical trials in a time of uncertainty

The adoption of innovative clinical trial de-
signs accelerated investigation into the
effects of medications repurposed for treat-
ment of COVID-19. The success of many
teams that used platform trials to test differ-
ent drugs for their potential to treat the dis-
ease led to the wide adoption of adaptive

platform trial designs. Examples of well publi-

SCT President’s Column

cized platform COVID-19 trials include the World
Health Organization COVID-19 Solidarity Thera-
peutics Trial, and the RECOVERY trial, which was

recently awarded the David Sackett Clinical Trial
of Year Award from the Society for Clinical Trials
(SCT). These are just two of many examples that
have opened up the possibility for using platform
trials in many other disease conditions.

As the COVID-19 pandemic spread quickly
around the world, the speed at which clinical
trials were conducted to evaluate the effective-
ness of potential new treatments and therapies
intensified, too. This required that our approach-
es to synthesizing the continuous emerging evi-
dence be adapted to the situation. Living system-
atic reviews (LSRs) — a type of review that is con-
tinually updated and incorporates relevant new
evidence as it becomes available — became the
method of choice to synthesize the clinical trial
evidence to guide clinical guidelines and deci-
sions. Today, we are seeing LSRs become the
standard for evidence synthesis for trial evidence
in any disease condition.
“If you want to fast, go alone. If you want to go

further, go together”

African Proverb

One of the main reasons why the world was suc-
cessful in finding useful treatments and vaccines
for COVID-19 was the solidarity underpinning the
many collaborations between stakeholders - gov-
ernments, academia, industry, regulators and the
public. As a result, building research consortia to
advance research capacity-building for pandemic



https://www.who.int/emergencies/diseases/novel-coronavirus-2019/global-research-on-novel-coronavirus-2019-ncov/solidarity-clinical-trial-for-covid-19-treatments
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/global-research-on-novel-coronavirus-2019-ncov/solidarity-clinical-trial-for-covid-19-treatments
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/global-research-on-novel-coronavirus-2019-ncov/solidarity-clinical-trial-for-covid-19-treatments
https://www.recoverytrial.net/%5d,%20and%20the%20TOGETHER%20trial%20%5bhttps:/www.togethertrial.com

VOLUME 33,#6 PAGE 2

SCT President’s Welcome (continued)

preparedness is now widely advocated by everyone, including clinical trialists. We now have an opportunity to create new allianc-
es and collaborations with other clinical trialists from around the world, and forge new and lasting partnerships across diseases
and geographical locations in pursuit of a common goal.

COVID-19 exposed our inequities

COVID-19 laid bare the social inequities and lack of inclusion in research and knowledge translation. Enhancing equity, diversity
and inclusion (ED&I) in research has become a research priority for all stakeholders, including professional societies like ours. In
fact, in the summer of 2020, in direct response to the civil rights movements across the U.S., the SCT established its very own EDI
Committee. At the time of its formation, we, as a community, promised to pay more attention to the evidence of underrepresent-
ed groups in clinical trials, and we remain as committed as ever to ensuring that trials are designed to optimize representation of
all segments of the target population.

Moving forward

Consequences of COVID-19 and long COVID-19 continue to impact health systems and patient outcomes across a spectrum of
population health conditions, including mental health. For the SCT, this presents an opportunity to design clinical trials to investi-
gate interventions that can mitigate or reduce the impact of COVID-19.

These are not the only lessons one can take from the pandemic. My hope is that, as a community, we can continue to play our
part to not only advance science, but to help reduce human suffering created by the COVID-19.

Lehama Thakane,
SCT President

CLINICAL August, 2022 Issue Highlights
TRIALS

PN o The August issue of Clinical Trials is pri- Larry Moulton examines the challenges of

marily devoted to the 13th Annual Confer- Using baseline covariate in randomization

ence on Clinical Trials, sponsored by the strategies for cluster randomized trials.

University of Pennsylvania and organized David Murray catalogues the most influen-
tial methodological articles that have
helped develop this field of investigation. In
other articles in the issue,

by Susan and Jonas Ellenberg. This year’s
conference was focused on methodologi-
cal issues related to cluster and stepped-

Krista Chen and colleagues examine the

completeness of reporting of serious ad-
Among the articles published in the issue  verse events to ClinicalTrials.gov.

Follow us on twitter @clintri- yjctor DeGruttola and colleagues explain

alsj to keep up to date with how network methods can be adapted to

the latest from the journal.  facilitate the design of vaccine trials.

wedge clinical trials.

By Colin Begg, Editor

Narelle McPhee and colleagues examine
willingness of rural patients to participate in
cancer clinical trials.
Luke Keele and Hyunseung Kang address
the impact of “spillover”, whereby mem-
bers of a cluster do not comply with the
assigned treatment.

As always we encourage SCT members to
submit their research findings to the Socie-
ty journal.



https://twitter.com/search?q=%40clintrialsj%C2%A0&src=typed_query
https://twitter.com/search?q=%40clintrialsj%C2%A0&src=typed_query
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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.

Invited Session Proposals
Submission Deadline: September 30, 2022 by 11:59 pm ET
Educational Submissions
Submission Deadline: September 30, 2022 by 11:59 pm ET
Contributed Presentations (Oral/Poster)
Deadline: November 14, 2022 by 11:59 pm ET

Chalmers Student Scholarship Submissions, SCT Sylvan Green Award Submissions,
and Roundtable Topic Submissions Opening Soon!

Visit the SCT website for more information.

Join SCT

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

R\, (1) § Bt
AR AW e e I | 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.



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
Ihttps://www.sctweb.org/meeting/#home
https://www.sctweb.org/
https://www.sctweb.org/
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San Diego provided the perfect location for the return of SCT's live, in-person Annual Meeting, held May 15-18, 2022 at the
Hilton San Diego Bayfront Hotel. With nearly 400 in-person attendees and 100 virtual participants, 9 exhibiting companies, and
more than 200 presenters, "Informing Public Health Policy With Compelling Evidence" was a huge success.

On the social side, all attendees had the opportunity to become reacquainted at SCT's poster sessions, networking breaks, and
Welcome Reception

o A

It was a great start to the meeting with
Dr. Worta McCaskill-Stevens, who pre- Attendees enjoyed the intriguing pan- The Networking Welcome Reception
sented the Curtis Meinert Keynote. el discussions during various sessions. on Monday, May 16th was a hit!

f‘ )SCT

FIStD ANNUALNEETING
\

a7

<

Dr. Mithat Génen, SCT Past President, Debra Hill presented Drs. Ed Mills and

passed the gavel to Dr. Lehana Thabane,  Gilmar Reis with the prestigious 2021 Attendees interacted with presenters
SCT President, during the Business Ses- David Sackett Trial of the Year Award. during the poster sessions.

sion Lunch on Tuesday, May 17th.

The main session # Experts in the field

room was filled to facilitated engag-
listen to Dr. Robert ing roundtable
Califf, who pre- discussions fo-
sented the Found- cused on a variety

ers Lecture. of topics.

We look forward to seeing you at the 44th Annual Meeting, May 21-24, 2023, in Baltimore, MD.


https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fr20.rs6.net%2Ftn.jsp%3Ff%3D001LfRRR0ZtX-jn_EwoEaRawTcg878GdeIp33sdjF09WAmwMzrTlRRg3jUReDSj5oocE5kOyzIO8k3--RT5BarlIkzqCjgrR2QJG6-nPZzQQwHZHXTC8WJFVKT2PRvcfyXCvrt0QyFecWUYIf9k2OjVFg%3D%3D%2
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Welcome SCT 2022-2023 New Committee Chairs and Co-Chairs

Program Committee:

Karla Hemming (Chair)

Karla is a Professor of Biostatistics at the Institute of Ap-
plied Health Research, University of Birmingham, UK. Kar-
la’s research interests include how to design cluster and
stepped-wedge trials so as to maximise their statistical
efficiency and minimise their risk of bias; how to model
time and treatment effect heterogeneity in longitudinal
cluster trials; and the ethical issues surrounding these
pragmatic trial designs, such as ethical oversight and con-
sent. Karla has recently led the CONSORT extension for
the stepped-wedge cluster randomised trial.

Charity Patterson (Co-Chair)

Charity G. Patterson, PhD, MSPH, is a biostatistician at the
University of Pittsburgh and Director of the School of
Health and Rehabilitation Sciences Data Center. She has
worked in academic clinical trials for over 10 years and
currently collaborates on multicenter trials for exercise or
rehabilitation in multiple ligament knee injury, Parkinson's
disease, low back pain, hearing health services, disability,
and concussion.

Education Committee:

Larisa Tereshchenko (Chair)

Larisa Tereshchenko, MD, PhD, is a clinical investigator,
biostatistician, and data scientist with broad expertise in
randomized controlled trials, epidemiology, clinical car-
diology, cardiac electrophysiology, clinical pharmacolo-
gy, genomics, and healthcare value. She is an Associate
Staff at the Cleveland Clinic, Department of Quantitative
Health Sciences, and an Associate Professor of Medicine.
She is a Fellow of the Heart Rhythm Society, American
Heart Association, and American College of Cardiology.
Dr. Tereshchenko is an inventor on two patents, author
of more than 150 manuscripts, 5 book chapters, and a
member of an Editorial Board of Circulation: Arrhythmia
and Electrophysiology, and Heart Rhythm Journal.

Gustavo Jimenez-Maggiora (Co- Chair)

. |

Gustavo Jimenez-Maggiora, MBA, is the Director of In-
formatics for the Alzheimer's Therapeutic Research Insti-
tute (USC ATRI), Keck School of Medicine, at the Univer-
sity of Southern California, providing the informatics
leadership for all research programs conducted and
managed by the Institute. As an informatician with an
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applied research interest in the field of neurology, he
provides informatics leadership as a co-investigator on
several national and international initiatives and pro-
grams.

Gustavo's research interests include Clinical Research
Informatics, Remote Data Capture Systems, and Natural
Language Processing.

Communications Committee:

Mei-Yin Polley, Ph.D., is Associate Professor in the De-
partment of Public Health Sciences at The University of
Chicago. She also serves as the Head of the Statistics Di-
vision and Co-Chair of the Brain Tumor Committee for
NRG Oncology, a National Cancer Institute (NCI) spon-
sored member of the clinical trials network group. Dr.
Polley is a highly regarded expert in cancer clinical trials.
Her methodological interests include the design, con-
duct, and analysis of all phases of clinical trials, prognos-
tic and predictive modeling, and biomarker reproducibil-
ity. She has served on many scientific governing bodies
including NCI Steering Committees, the Scientific Com-
mittee of American Society of Clinical Oncology, and the
US Veterans Affairs Oncology Review Panel.

Andrew Althouse (Co-Chair)

Andrew Althouse is a clinical trial statistician based at the
University of Pittsburgh, with a particular interest in nov-
el and emerging methods including win-ratio analyses for
hierarchical composite endpoints and Bayesian adaptive
clinical trial designs. He enjoys lifting weights, cooking,
and drinking craft beer and cocktails. He currently re-
sides in Pittsburgh with his wife and two sons.

Yy I/

/

Development Committee:

William Wang (Chair)

William Wang, PhD, is an Executive Director in Clinical
Safety and Late Develop Statistics, Biostatistics and Re-
search Decision Sciences (BARDS), Merck Research La-
boratories. Bill has 25+ years of global clinical develop-
ment and statistical leadership experiences. He co-
chaired the ASA Safety Working Group and served as the
deputy topics leader for the ICH E17 Working Group. He
is an elected ASA Fellow.

Pralay Mukhopadhyay (Co-Chair)
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Dr. Mukhopadhyay is an experienced statistician with a
proven track record in drug development. He currently
works as the Vice President and Head of Biometrics at
Otsuka. Prior to that, he was the Head of late-stage im-
muno-oncology (10) Statistics at AstraZeneca (AZ).
During this period, he has made significant contributions
in the development of Durvalumab, an anti-PDL1 agent,
in Urothelial and Lung Cancer. Prior to joining AZ, he was
at Bristol Myers Squibb, where he was involved in their
late-stage oncology development program. During this
time, he was instrumental in the development of several
anti-cancer agents in both solid tumors and hematologic
malignancies. Dr. Mukhopadhyay has represented his
organization in advisory committee meetings with health
authorities (HA) across the globe. He has participated in
discussions with FDA, Health Canada and ANVISA
(Brazilian HA) in broader development challenges of 10
agents. He has been an invited speaker at the EMA's
workshop on immunotherapy, ISPOR annual meetings,
Duke Margolis health policy conference, Duke-Industry
Statistics Workshop, Society for Clinical Trials, Interna-
tional Indian Statistical Association (IISA) and at the In-
ternational Society for Biopharmaceutical Statistics
(ISBS). He is also a core member of the FDA-industry
cross-PhRMA working group evaluating statistical chal-
lenges in the design and analysis of |0 trials. He has pub-
lished in several peer reviewed statistical and clinical
journals and has also served as a referee in reputed sta-
tistical journals. He received his PhD in statistics from
North Carolina State University.

Equity, Diversity & Inclusion Committee:

Kaleab Abebe (Chair)

Kaleab Abebe is an Associate Professor of Medicine, Bio-
statistics, and Clinical & Translational Science at the Uni-
versity of Pittsburgh. He directs the Center for Research
on Health Care Data Center as well as the Center for Clini-
cal Trials & Data Coordination. Dr. Abebe joined the facul-
ty in 2009 after receiving his PhD in Statistics from the
University of Pittsburgh. His collaborative research focuses
on design, conduct, coordination, and analysis of multi-
center randomized controlled trials (RCTs). He is the Pl of
two, large NIH-funded consortiums: the COPE-AKI Consor-
tium Scientific & Data Research Center, which is develop-
ing and testing interventions to reduce morbidity and
mortality in AKI survivors; and the Data Coordinating Cen-
ter (DCC) for the REBIRTH Study, which will assess the
effect of bromocriptine on left ventricular ejection frac-
tion in women with peripartum cardiomyopathy. He is the
Co-PI for the CaRISMA study, which is a pragmatic trial
examining the effectiveness of computerized cognitive
behavioral therapy (vs pain education) on pain intensity in
adults with sickle cell disease (SCD). Dr. Abebe leads the
DCC for the STERIO-SCD study, a phase |l trial evaluating
safety and tolerability of riociguat in SCD. Most recently,
he led the DCC for the TAME-PKD study, which was a
phase Il RCT assessing safety and tolerability of metformin
in polycystic kidney disease (PKD). Additionally, Dr. Abebe
collaborates with the Adolescent Medicine Division on the
design and analysis of cluster randomized trials in sexual
violence prevention. In addition to his research collabora-
tions, Dr. Abebe is the director of the Clinical Trials Track
for the MS in Clinical Research at the Institute for Clinical
Research Education. He is a standing member of the Kid-
ney, Nutrition, Obesity, and Diabetes (KNOD) Study Sec-
tion, and he is a member of the Board of Directors and
chair of the Equity, Diversity, and Inclusion committee for
the Society for Clinical Trials.

Mitra Lewis (Co-Chair)

Mitra Lewis is a Principal CSM at Emmes, supporting trials
in substance use disorders throughout the lifecycle from
protocol development to closeout. She collaborates close-
ly with internal and external stakeholders to ensure cohe-
sive protocol management, management of IP and sup-
plies, and compliance with regulatory requirements and
ICH guidelines. Prior to Emmes, she served as a Senior Re-
search Coordinator and then Senior Research Supervisor
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| N

in the Johns Hopkins Department of Emergency Medi-
cine. Ms. Lewis supported various NIH-funded studies,
notably the Center of Excellence for Influenza Research
and Surveillance and The Center for Point-of-Care Tests
for Sexually Transmitted Diseases.

Fellows Committee:

Carol Redmond (Chair)

Carol K. Redmond is a biostatistician known for her re-

search on breast cancer. She is Distinguished Service
Professor Emerita in the Department of Biostatistics at
the University of Pittsburgh.

Redmond graduated from Waynesburg College in 1962,
with a bachelor's degree in mathematics. She completed
a master's degree in 1963 and a doctorate in 1966 in
biostatistics from the University of Pittsburgh. She re-
mained at Pittsburgh as a faculty member, and chaired
the department from 1983 to 1996, when she took a
second adjunct position in the Department of Biometry
and Epidemiology at the Medical University of South
Carolina. In 1997 she became Distinguished Service Pro-
fessor of Public Health at Pittsburgh, and from 1997 to
2002 she served as a vice dean, first for faculty and later
for academic affairs. She retired in 2012.

She became a fellow of the American Statistical Associa-
tion and of the American College of Epidemiology in
1982. She was elected as a fellow of the American Associ-
ation for the Advancement of Science in 2005, and of the
Society for Clinical Trials in 2013.

Valerie Durkalski (Co-Chair)

Valerie Durkalski-Mauldin is Professor of Biostatistics in
the Department of Public Health Sciences at the Medical
University of South Carolina and serves as the Director of
the Data Coordination Unit (DCU), a unit that specializes
in the design, coordination and analysis of multicenter
clinical trials. She has a track record of collaboration and
DCC leadership on several large multicenter clinical trials
in various therapeutic areas and continues to pursue her
research interests in statistical methods for the design
and analysis of clinical trials. She is an active member in
the Society serving as Chair of the Strategic Planning
Committee, named Fellow in 2019 and was a Board mem-
ber 2015-2019.

Membership Committee:

Dikla Blumberg (Chair)
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Dr. Blumberg is a social psychologist with a background
in self-regulation and health behavior change. She has
over 16 years of experience in the field of clinical re-
search, and for the last 12 years has worked at a global
CRO, the Emmes Company. She served as the Co-Pl of
the Clinical Coordinating Center for the National Insti-
tute on Drug Abuse (NIDA) National Drug Abuse Treat-
ment Clinical Trial Network (CTN) studies, and is current-
ly the Director of the Project Leader Department at
Emmes, supporting the leadership across all therapeutic
areas of the company.

Julie Qidwai (Co-Chair)

Julie Qidwai has worked in clinical trials since 1999, be-
ginning as a research assistant in a Phase 4 facility. She
is currently a Senior Project Manager at Veristat. Much
of her experience was gained in the academic setting at
the University of lowa Clinical Trials Statistical and Data
Management Center. Julie has been an ACRP-certified
CCRC for more than 15 years and a member of various
SCT committees for the past five years. She is well-
versed in project management of matrixed groups, long-
term follow-up trials, transplant research, COVID trials,
remote monitoring techniques, budgeting, and resource
allocation.

Nominating Committee:

Emily Dressler (Chair)

Emily V. Dressler is an Associate Professor and Vice Chair
in the Department of Biostatistics and Data Science at
Wake Forest University School of Medicine. Her method-
ological interests focus on adaptive trial designs, includ-
ing Phase | approaches for ordinal toxicity grading and
dual toxicity/efficacy outcomes. She is lead

biostatistician with the WF NCI Community Oncology Re-
search Program (NCORP) Research Base, which conducts
multi-site trials in cancer control and cancer care delivery
research. She is an active member of SCT, as current chair
of the nomination committee, a former education chair,
and recently completed her term on Board of Directors.

Sameer Parpia (Co-Chair)

Dr. Sameer Parpia is a Biostatistician and Associate Pro-
fessor in the Departments of Oncology and Health Re-
search Methods, Evidence, & Impact at McMaster Uni-
versity, Canada. He is a senior biostatistician with the On-
tario Clinical Ontario Group. His collaborative research
focuses on the design, conduct, monitoring, statistical
analysis and reporting of randomized clinical trials. He is
the lead statistician/methodologist on randomized trials
in clinical areas such as cancer, venous thromboembo-
lism, surgery, critical care and emergency medicine. He
teaches and mentors students in clinical trial methodolo-
gy and applied biostatistics in the Health Research Meth-
odology Program at McMaster University.
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program. Dr. Trinquart is a translational statistician
whose scholarship is focused on innovative methods for

Rick Chappell (Chair) the design and analysis of clinical trials.

Outreach Committee:

Rick Chappell chairs the Society's Outreach Committee
and is a past president. He is Professor, Depts. of Statis- Trial of the Year Committee:

tics and of Biostatistics and Medical Informatics, at the Suzanne Dahlberg (Chair)

University of Wisconsin.

Student Scholarship Committee:
Michael Grayling (Chair)

Suzanne Dahlberg is the Assistant Director of Clinical Trial
Biostatistics and Data Management for the Institutional
Centers for Clinical and Translational Research at Boston
Children’s Hospital, an Associate Professor at Harvard

Dr. Grayling is a Principal Statistician in the Statistical Medical School, and a statistician collaborating with the
Modeling and Methodology group at Janssen. | am cur- hospital’s Division of Pulmonary Medicine. She has over
rently Chair of SCT's Student Scholarship Committee and 15 years of research experience, having previously
Secretary to the Board of Directors. worked in pediatric and thoracic oncology at Dana-Farber
Cancer Institute and the ECOG-ACRIN Cancer Research
Ludovic Trinquart (Co-Chair) Group. She holds a doctorate in Biostatistics from Har-

vard University.
Ludovic Trinquart is the Director of the Center for Clinical

Trials, Institute for Clinical Research and Health Policy
Studies at Tufts Medical Center, and Tufts CTSI. He also is
the Director of the Data Safety and Monitoring Board
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Andrew Cook (Co-Chair)

Andrew Cook is a public health physician by training,
and a trials methodologist by accident. His main are-
as of interest are pragmatic trials of complex inter-
ventions, research topic prioritisation, and post
award management. He currently splits his time be-
tween being Associate Director of the Southampton
Clinical Trials Unit, and the UK's National Institute for
Health and Care Research's Evaluation, Trials and
Studies Coordinating Centre based at the University
of Southampton in the UK.

S @ Trials Methodology
5th TMRP Webinar Series Announced!
3% TMRP
Research Partnership

We are delighted to announce that UKTMN will be hosting the 5th TMRP webinar programme starting in September 2022.
The UKTMN began hosting the TMRP methodology webinars in 2019, and we are delighted to bring you a varied and
interesting programme for the fifth series. See below for more information and to access the event page for each ses-
sion.

OPEN ACCESS TOOLS AND RESOURCES FOR ADAPTIVE DESIGNS IN CLINICAL TRIALS

Thursday 27 September 2022 - 14:00-15:00 Hosted by Liz Allen and Philip Pallmann
DATA INTEGRITY

Wednesday 19 October 2022 - 11:00-12:00 Macey Murray (UCL)
WOULD YOU BE HAPPY TO BE CONTACTED ABOUT RESEARCH?

Monday 7 November 2022 - 11:00-12:00 Sarah Lawton (Keele University)
RESULTS OF THE PERSEVERE PROJECT

Thursday 1 December 2022 - 12:00-13:00 Will Cragg (University of Leeds)

DEVELOPING AN EDUCATIONAL AND TRAINING INTERVENTION FOR NEONATAL TRIAL RECRUITERS: THE
TRAIN PROJECT

Tuesday 17 January 2023 - 12:00 - 13:00 Valerie Smith (Trinity College Dublin)
IMPLEMENTATION OF METHODS RESEARCH

Monday 27 February 2023 - 11:00 - 12:00 Katie Gillies (University of Aberdeen)

Best wishes
Professor Paula Williamson



https://www.eventbrite.co.uk/e/tmrp-webinar-tools-and-resources-for-adaptive-designs-in-clinical-trials-tickets-394287052187
https://www.eventbrite.co.uk/e/tmrp-webinar-data-integrity-tickets-385607992887
https://www.eventbrite.co.uk/e/tmrp-webinar-would-you-be-happy-to-be-contacted-about-research-tickets-390452232137
https://www.eventbrite.co.uk/e/tmrp-webinar-results-of-the-persevere-project-tickets-388540143027
https://www.eventbrite.co.uk/e/tmrp-webinar-the-train-project-tickets-398856970937
https://www.eventbrite.co.uk/e/tmrp-webinar-the-train-project-tickets-398856970937
https://www.eventbrite.co.uk/e/tmrp-webinar-implementing-methods-research-tickets-399497376407
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Event Date Event Location E Ernail Us
3rd - &th Oc y 2022 Harrogate Convention Centre, LK ictmo@in-conference.org.uk

The BRC-MIHR Trials Methodalogy Research Partnership is delighted to welcome you to the 6th Internatianal Clinical Trials Methodology Conference 20232,
CTMC I5 the leading international platform for researchers and practitioners to present the weny latest in trials methedology research, The meeting also offers
valuable networking and training opportunities, with ower 750 delegates from 22 countries attending in 2019

The 2021 conference will take place in the beautiful and vibrant spa town of Harrogate, located in the heart of Yorkshire and on the edge of the Yorkshire Dales
5 the historc city of York, as well as @ number of attractive market tawns, which

mational Park, a des 3‘1.’1[{""] Area of Outstand ng Matural |!-."'ﬁ.1r:_.'. Mea "|'.l'_-.'

altogether make an extended visit to the region appealing.

The meeting wenue is Harrogate Convention Centre, which is both spacious and medern. & variety of accommodation options are
available within a short walking distance to suit any budget, We also hape many of you will join us for the Confierence Dinner which

promises o be an unforgettable event at the Edwardian Royal Hall Theatre.

A diverse programme will be prepared by the Saentilic Committee and Education Committes, which promises o make this a highly

rewarding and enjoyable mesting for all
We look forward to welcoming you to ICTMC 203!

Prof Paula Williamson
CTMC 2022 Lacal Organising Committes Chair

Early bird registration is available until 22 August, 2022

Register Now

Conference Registration Fee for all delegates includes:
* Atlendance at all scientific sessions and entry to the exhibition hall {Tuesday dth Octaber o Thursday &th Octobser)

+ Delegate bag and conference materia
= Morning and afternoocn teafcoffee breaks and lunch (Tuesday 4th October to Thursday 6th October - funch s not induded on the last day of the

conference].

Contact

In Conference Ltd
Unit 1, Q Court

Quality Street
Edinburgh
EH4 58P

Tel: +44 (0131 336 4203
Email: ictmc@in-conference.org,



https://ictmc.org/registration-2/
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_E 022—' ICTMC 2022!

We are pleased to announce two important updates on our International Clinical Trials Methodology Conference
(ICTMC), 3™- 6™ October 2022 in Harrogate. If you can advertise to anyone you think might be interested please do!

(1) Training workshops announced
The pre and post conference workshop schedule has now been confirmed and the workshop titles and presenters
are outlined below:

Monday 3rd October, 10:00 - 13:00

W1.1: Finding, critically appraising, and using a core outcome set (COS) for your trial
Paula Williamson, Declan Devane, Karen Matvienko-Sikar, Sarah Gorst, Nicola Harman

W1.2: Introduction to optimisation experiments for complex interventions within the Multiphase Optimisation
Strategy (MOST) framework Samuel Smith, Michelle Collinson, Rebecca Walwyn

W1.3: Using the PeRSEVERE guiding principles to prepare for and manage participation changes in clinical trials
William Cragg, Katie Gillies, Lauren Moreau, Puvan Tharmanathan

W1.4: Implementing CDISC’s SDTM retrospectively for data sharing Sharon Kean

W1.5: Estimands in randomised trials: practical guidance to help get the right answer to the right question
Brennan Kahan, Suzie Cro, James Carpenter

Monday 3rd October, 14:00-17:00

W2.1: Routine Data  Suzanne Hartley, Kimberley Watson, Andy Rees & Macey Murray, Sharon Love, Matt Sydes
W2.2: Clinical Trial Monitoring Sharon Love, Victoria Yorke-Edwards, Lisa Fox

W2.3: Planning & Delivering Effective and Engaging Training to Clinical Trial Staff

Sara Brookes, Razia Meer-Baloch

W2.4: Good practice in planning, conducting and reporting pilot trials Sandra Eldridge, Christine Bond

Thursday 6th October, 13:30 - 16:30

W3.1: Statistical and practical aspects of the design and analysis of Multi-Arm Multi-Stage (MAMS) Platform Tri-
als Babak Choodari-Oskooei, Matt Sydes, Max Parmar

W3.2: eConsent in clinical trials UK Trial Managers’ Network, Trials Methodology Research Partnership,
UKCRC CTU Network Collaborative Group

Wa3.3: Triangulating evidence from observational data and randomized controlled trials for precision medicine
Jack Bowden, Beverley Shields

You can register now as part of the main conference registration or book to attend the workshops only. Places are
limited and so you are advised to book as soon as possible to secure your place.

Best wishes
Professor Paula Williamson



https://inconference.eventsair.com/ictmc-2022/main-registration/Site/Register
https://inconference.eventsair.com/ictmc-2022/workshop-reg/Site/Register
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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.

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

@sct.org 0

Webmaster: John Hepler
Advisor to Executive Committee:
Domenic Reda

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)
Ludovic Trinquart (Co-Chair)
Cody Chiuzan (Past Chair)
Trial of the Year:
Suzanne Dahlberg (Chair)

Andrew Cook (Co-Chair)




