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Print Agenda

Day 1 Nov 14, 2022

10:00 AM — 11:15 AM

Session 1 : How can we balance the fast-paced tech world

in a regulated environment?

Each year, exciting new technologies become available to give us broader, faster, deeper and more insightful ways to

collect, review, analyze and learn from our data. This fast-paced environment has created many new opportunities to

explore our data in ways that were not possible in the past. Still, new technologies that are used in drug and device

development need to undergo approval by regulatory authorities to ensure safe and effective use. This session will

explore the highlights of some of the exciting new areas that statisticians and data scientists have begun to use in the

development of new drugs and devices and will discuss the importance of balancing the fast tech world and slow

regulated environment.

Learning Objective : At the conclusion of this session, participants should be able to:

Identify new data science technology available to accelerate the development of new drugs and devices

Discuss key opportunities to employ new data science technologies

Start the conversation of advancing new technologies to develop new drugs and devices

Session Chair(s)

https://www.diaglobal.org/en/general/announcement


Jerald Schindler, DrPH
Vice President, Biostatistics
Alkermes Pharmaceuticals, United States

11:15 AM — 11:30 AM

Break

11:30 AM — 12:15 PM

Session 2: Mainstreaming Artificial Intelligence (AI) and

Machine Learning (ML) in Pharmaceutical Development:

How Can We Next-Level AI and ML?

Though the terms Artificial Intelligence (AI) and Machine Learning (ML) are widely used, major scientific advancements in

the life sciences are attributable to the technologies that are still in their infancy relative to their potential. This session

moves beyond the hype with industry innovators who share their deep experience and technology expertise through real-

world examples. From exciting areas of opportunity in clinical development to potentially costly, under-considered

problem areas, attendees can expect to broaden their knowledge in this exciting area of transformational technology.

Learning Objective : At the conclusion of this session, participants should be able to:

Discuss potential errors that can result from a narrow understanding of the data feeding into AI/ML algorithms

Describe the growing areas of opportunity in AI/ML in clinical development, beyond drug discovery

Session Chair(s)

Rebecca Taha, PhD, MBA
Director Biostatistical Consulting
ICON Biotech Solutions, United States

Rebecca Taha PhD, MBA, a statistician and portfolio strategist has served the life sciences and

healthcare industry for over 20 years. As Director, she supports biotechnology and biopharma

organizations around the globe, providing strategic consulting and advisory services. Previously, she supported

numerous pharmaceutical and device development programs, most recently as a senior research scientist at Eli Lilly

and Company in Global Statistical Sciences. Dr. Taha received her MS and PhD from the University of Kentucky in in

Statistics and Gerontology, respectively, and her MBA from the Kelley School of Business.



Speaker(s)

Speaker

Representative Invited
Eli Lilly and Company, United States

Dr. Haoda Fu is a research advisor and a stats group leader for Machine Learning, Artificial

Intelligence, and Digital Connected Care from Eli Lilly and Company. He is also an adjunct professor of biostatistics

department, Indiana university school of medicine. Dr. Fu received his Ph.D. in statistics from University of Wisconsin

- Madison in 2007 and joined Lilly after that. Since he joined Lilly, he is very active in statistics methodology

research. He has more than 70 publications in the areas, such as Bayesian adaptive design, survival analysis,

personalized medicine, indirect and mixed treatment comparison, joint modeling, Bayesian decision making, and

drug safety evaluation for rare events.

Speaker

Miruna Sasu, PhD, MBA
President and Chief Executive Officer
COTA, United States

With over 20 years of experience leading digital health teams at large pharmaceutical companies, Miruna brings

great insight and expertise to her new role at COTA. Since joining the company last year, she has made a significant

impact driven by her commitment to better cancer care for patients.

12:15 PM — 1:00 PM

Break

1:00 PM — 2:00 PM

Session 3: Keynote - Advancing Clinical Evidence

Generation of the Future

Clinical research is undergoing a major shift as we move towards continuous evidence generation to support accelerated

drug development and approvals. The keynote will focus on firsthand experience in advancing the use of real-world data

at the FDA during COVID-19 pandemic and will discuss the need for quality longitudinal data, the role of data science and

technology, and how new approaches are transforming the clinical research field.



Session Chair(s)

Joan Buenconsejo, PhD, MPH
Head of Cardiovascular and Early Development Biostatistics
Bristol Myers Squibb, United States

Joan Buenconsejo is VP, Head of Cardiovascular and Early Development Biostatistics at Bristol

Myers Squibb (BMS). Prior to BMS, she was a strategy lead at AstraZeneca and a statistics team

leader at CDER, FDA. She is a long-time DIA member, has chaired the DIA Statistics and Data Science Community,

has worked with the Advisory Council of North America, and served as program chair and steering committee

member for the Annual FDA/DIA Statistics Forum, and track co-chair for the DIA Annual Meeting. Dr. Buenconsejo

received a master’s degree in mathematical statistics from University of California, Irvine, and a MPH and PhD in

biostatistics from Yale University.

Speaker(s)

Keynote Speaker

Amy Abernethy, MD, PhD
President of Clinical Research Business
Verily, United States

Amy Abernethy, MD, PhD, an oncologist and internationally recognized clinical data expert and clinical researcher,

served as the Principal Deputy Commissioner of Food and Drugs and acting Chief Information Officer. She helped

oversee FDA’s day-to-day functioning and directs special and high-priority cross-cutting initiatives. As acting CIO,

she oversees FDA’s data and technical vision, and its execution. She has held multiple executive roles at Flatiron

Health and was professor of medicine at Duke University School of Medicine. Dr. Abernethy received her MD at Duke

University, PhD. at Flinders University, BA at the University of Pennsylvania and is boarded in palliative medicine.

2:00 PM — 2:30 PM

Break

2:30 PM — 3:45 PM

Session 4: What Can We Learn from Regulators About

Data Science?

Session 4: What Can We Learn From Regulators About Data Science?



Session Chair(s)

Steve Wilson, PhD
Senior Staff Fellow, OB, OTS, CDER
FDA, United States

Aloka Chakravarty, PhD
Director, Data Analytics
Office of Data, Analytics, & Research, Office of the Commissioner, FDA, United States

Dr. Aloka Chakravarty is currently the Sr. Statistical Advisor in the Office of the Commissioner, FDA

for real-world data and evidence activities related to collaborations on COVID-19 and others. She is

also working on select strategic data initiatives at FDA with the Chief Data Officer.Prior to that, she was the Deputy

Director of the Office of Biostatistics in CDER, FDA. She is an internationally recognized thought leader in multi-

regional clinical trials, safety evaluation, real world data and evidence, surrogate markers and biomarkers in drug

development. Dr. Chakravarty served as an Adjunct Faculty in Department of Statistics, FAES, NIH and has been on

Advisory Board of multiple academic institutions.

Speaker(s)

Speaker

Vaishali Popat, MD, MPH
Associate Director, Biomedical Informatics and Reg Review Science, OND, CDER
FDA, United States

Dr. Vaishali Popat is an Associate Director for Biomedical Informatics in the Office of New Drugs, Immediate Office.

Dr. Popat is the OND lead on biomedical informatics issues in areas such as safety analytics, staff training on the use

of new review tools to make the evaluation of pre-marketing data more efficient and consistent, data standards, as

well as leveraging data from internal and external sources to make regulatory decisions.

Speaker

Kevin Snyder, PhD
Computational Pharmacologist, OND, CDER
FDA, United States

3:45 PM — 4:00 PM



Break

4:00 PM — 5:15 PM

Session 5: Exploring Data Science Careers Within

Pharmaceutical and Healthcare Industries: Do We Have the

Right Professionals in the Room?

The session will explore the diverse data scientists’ careers in the pharmaceutical and healthcare industry and will discuss

the role difference between data scientists and statisticians. We will discuss how data scientists can stand out in the R&D

space given their unique contributions to the industry such as their special skills in coding, standardization, data

engineering, analytics, and visualizations. Session participants will learn from the various application areas data science

professionals and leaders are contributing to in the pharmaceutical and healthcare industry.

Learning Objective : At the conclusion of this session, participants should be able to:

Identify the various skill sets needed for data scientists

Discuss the difference in the roles of data scientists and statisticians

Explore the diverse ways data scientists contribute to the pharmaceutical and healthcare industry

Session Chair(s)

Jingjing Ye, PhD
Executive Director, Global Head of Data Science & Operational Excellence (DSOE)
Global Statistics and Data Science (GSDS), BeiGene USA, United States

Speaker(s)

Safety Graphics: Cross-industry Collaboration to

Improve Patient Safety using Open Source Tools

Steven Preston Burns, MS
Principal Data Scientist
Sarepta Therapeutics, United States

Preston Burns is a Principal Data Scientist with Sarepta Inc. a global biotechnology company on an urgent mission to

engineer precision genetic medicine for devastating rare diseases. Over the last several years, he has transformed

how numerous data managers, medical monitors, and PV scientists perform their services by developing and

deploying interactive analytical tools. He is a long-time member of the Interactive Safety Graphics (ISG) subteam of



the ASA Biopharm-DIA Safety Working Group and has provided statistical and data science consultation to the NIH,

USDA, and commercial clients. Teaching preliterate ESL is his most recent of a rotating list of hobbies.

Building a Fully Autonomous Data Engineering &

Reporting Eco-system

Sunil Talathi
Director, Global Head - Data Engineering, Data Science and Operational Excellenc
BeiGene USA, United States

Agility and Consistency: Value of A Centralized

Information Platform to Integrate External Landscapes

Chao Liu, PhD
Senior Director
PI Health, United States

From RWE to Clinical Biostatistics: My “Real World”

Experience

Qian Meng, PhD
Senior Biostatistician
Servier Pharmaceuticals, United States

Day 2 Nov 15, 2022

10:00 AM — 10:15 AM

Introduction to DIA Data Science Community and Working

Group

10:15 AM — 12:15 PM



Session 6A: Are We Doing Enough to Enable Effective

Cross-industry Collaboration in Data Science?

Cross-industry collaboration increases the value and impact of data science and data scientists in the R&D space. This

session will bring leading experts across the life science industry to discuss what works and doesn’t when delivering

meaningful and actionable insights. The session will include real world examples of cross-industry collaboration, and

representation from leading health systems, technology players, investors, CROs and the pharmaceutical industry.

Learning Objective : At the conclusion of this session, participants should be able to:

Identify factors for successful data science collaboration

Discuss common challenges and pitfalls with data science collaboration

Create a framework for data science collaborations within different organizations

Session Chair(s)

Jessica Federer, MPH
ex-CDO
Bayer, United States

Jessica is an investor and board member adept at deploying technology to make meaningful

advancements for both business and society. She was one of the first Chief Digital Officers in the

pharma industry, leading the digital transformation for Bayer A.G. across the Pharmaceutical, Consumer Care, Crop

Science and Animal Health businesses. She is recognized as one of the top 100 CDOs and a leading health tech

influencer, and served on the United Nations ITU advisory board. Federer began her public health career as an

analyst at the Agency for Healthcare Research and Quality in the US Department of Health and Human Services. She

earned a Bachelor of Science from the George Washington University, and a Master of Public Health from Yale.

Speaker(s)

Speaker

Joy Bhosai, MD, MPH
CEO & CO-Founder
Pluto Health, United States

Joy Bhosai, MD MPH is the co-founder/CEO of Pluto Health, a company focused on improving patient access and

care through a health platform that bridges siloed real world data (RWD). She previously served as Chief of Digital

Health and Strategy for the Duke Clinical Research Institute. Through previous public health work in Africa and Asia,

she developed innovations focused on improving access to health services that were used for clinical trials, which

then lead to her founding ChatrHealth, a health tech organization dedicated to developing patient safety and

communication tools. Joy received a Masters of Public Health from Yale, focusing on global health management, and

an MD with distinction from UCSF.

Speaker



Representative Invited
Health Catalyst, United States

Sadiqa Mahmood is the SVP and GM of the Life Sciences business at Health Catalyst. Sadiqa’s work

focuses on identifying and addressing areas of high unmet need for therapeutic development

through application of real-world data. She is an advisor to several healthcare organizations and

global policy makers. Sadiqa is a dental surgeon and holds a master’s degree in public health from the Harvard

School of Public Health. Passionate about improving access to care and patient outcomes by leveraging data and

healthcare ecosystem, Sadiqa has spent her career at the intersection of medicine, policy, technology, and analytics.

Sadiqa has lived and worked in Asia and UK in addition to the US. She is based in Boston, Massachusetts.

Speaker

Anastasia Christianson, PhD
Vice President, Head of AI, ML, Advanced Analytics, and Data
Pfizer, United States

Anastasia Christianson is VP and Global Head AI, ML, Advanced Analytics, and Data in Pfizer’s Digital Organization.

She has more than 25 years of experience in Pharma and is a highly respected thought leader in biomedical

informatics, data science, advanced analytics, and digital and connected health. A scientist by training, she has

championed numerous initiatives to drive innovation and adoption of digital technologies and advanced analytics in

drug discovery and development to fuel translational science, precision medicine, and digital health. Anastasia

earned her B.S. degree from the College of New Jersey, her Ph.D, in Biological Chemistry from the University of

Pennsylvania, and completed postdoctoral training at Harvard University.

10:15 AM — 12:15 PM

Session 6B: The Journey to Identifying Useful Biomarkers:

Are We There Yet?

This session will explore the process of developing biomarkers into clinically useful diagnostic and therapeutic products.

From a data science perspective, we will consider all the forms that biomarkers may take and how they are developed

and validated. We will do this with a focus on the expertise represented on the team that is developing a biomarker. We

will also focus on ways to identify patients that would benefit from a biomarker and the data needed throughout the

process.

Learning Objective : At the conclusion of this session, participants should be able to:

Describe what biomarkers are and how they are clinically used

Identify traditional and non-traditional sources of data and methods to identify potential biomarkers

List the professionals involved in biomarker development and differentiate their roles

Discuss the validation process that would result in regulatory approval

Session Chair(s)



Chava Zibman, PhD
Mathematical Statistician, CDRH

FDA, United States

Speaker(s)

Speaker

Adam Pavlicek, PhD
Founder and CEO
Monoceros Biosystems, LLC, United States

Dr. Pavlicek received his PhD in Human Genetics from the Jacques Monod Institute, University of Paris, and has more

than 15 years of experience working in the pharmaceutical industry including Pfizer Oncology and Regulus

Therapeutics. Throughout his career, Dr. Pavlicek has acquired substantial expertise in applying bioinformatics to

drug discovery across many unique therapeutic areas including oncology, rare diseases, as well as disorders of the

liver, kidney, CNS, and eye. He is the founder and CEO of Monoceros Biosystems, a bioinformatics consultancy

company, co-founder of DTx Pharma, and advisor for multiple drug discovery companies.

Speaker

Lee Albacker, PhD
Senior Director, Biomarker Development and Analytics
Foundation Medicine, United States

Speaker

Abena Agyeman, PhD
Senior Biologist
FDA, United States

Dr. Agyeman is a Senior Biologist in the Division of Pharmacology and Toxicology supporting the Division of Rare

Diseases, Pediatrics, Urologic & Reproductive medicine at FDA. She also serves as the co-chair for the FDA

Biomarker Working Group and is a member of the FDA-NIH Biomarker Working Group. Prior to this she was a team

lead in the Biomarker Qualification Program and was the subject matter expert for surrogate endpoints. Dr.

Agyeman has a PhD in Biochemistry and Molecular Biology from John Hopkins School of Public Health and was a

Postdoctoral Scholar at The University of Chicago. In both roles she focused on biomarker discovery and

development for breast cancer prevention and treatment from the translational science perspective.

12:15 PM — 12:30 PM



Break

12:30 PM — 2:30 PM

Session 7A: Unlocking Innovations in Data Science: Can We

Reimagine Our Design Strategy and Effectively Identify the

Right Data Sources?

The emergence of artificial intelligence, machine learning, and other analytical approaches alongside new sources of vast

quantities of health-related data and technical capabilities for storage and computation have incited a call for innovation

in drug and device development and commercialization. The impact is potentially wide ranging. Beginning with

streamlining the operation of clinical trials such as data driven site selection or algorithmic identification of potential data

errors, including new clinical trial designs such as using synthetic controls, decentralized trials, or novel endpoints, and

then extending to our clinical and scientific understanding of diseases. Many of these innovations utilize data sources

other than the gold standard randomized controlled trial, like omics data, real-world data, or even social media. In this

session, we will hear from visionaries in data science, learn about data sources and data sharing programs, and discuss

the opportunities and challenges as our industry adapts to incorporate these ideas.

Learning Objective :

Identify some of the data sources including real world data availability and clinical trial data sharing programs and the

potential advantages and challenges associated with them

Discuss types of analyses and approaches data scientists commonly employ

List examples where data science has impacted or has potential to impact clinical trials or medical product

development or commercialization

Session Chair(s)

Ruthie Davi, PhD, MS
Vice President, Data Science and Statistician
Medidata, a Dassault Systèmes Company, United States

Ruthie Davi is a Statistician and Vice President, Data Science at Acorn AI by Medidata (a Dassault

Systèmes Company) and has a background in pharmaceutical clinical trials with more than 20

years working as a Statistical Reviewer, Team Leader, and Deputy Division Director in the Office of Biostatistics in

CDER at FDA. At Acorn AI Ruthie is part of a team creating analytical tools to improve the efficiency and rigor of

clinical trials, an example of which is her Synthetic Control work. Ruthie holds a Ph.D. in Biostatistics from George

Washington University.

Mariann Micsinai-Balan, PhD
Head of Data Science
Bristol Myers Squibb, United States



Mariann Micsinai-Balan is VP, Head Data Science and Statistical Methodology at Bristol Myers

Squibb (BMS). Prior to joining BMS, Mariann was Head of Data Science at E*Trade. Before that, she

spent 7 years at Pivotal Software, where she was involved in solving big data problems, building

and deploying cutting edge machine learning models in the financial services, healthcare, e-

commerce and government sectors. Mariann started her career working in market risk management

on the trading floor at Lehman Brothers.

Speaker(s)

Sspeaker

Representative Invited
Novartis, Switzerland

Adrian Cassidy started his epidemiology career in academia where he lead risk-prediction research

at the University of Liverpool and MD Anderson Cancer Center. Adrian moved from academia to industry in 2010 to

realize an ambition to help develop innovative medicines. An accomplished leader, Adrian has an exceptional track

record of building and leading data/analytics/informatics platforms and developing high value data/digital

transformation strategies at GSK Vaccines, Roche, and Novartis. Adrian currently serves as Vice President and Global

Head of RWE and Data Science to advance Real World Data/Science/Evidence applications and solutions across the

product lifecycle to help reimagine medicine and improve the lives of patients.

Speaker

Representative Invited
AbbVie, United States

Nareen Katta works as the Head of Data Science and Analytics at AbbVie. Nareen has over 15 years

of experience in the pharmaceutical industry. In his current role, Nareen is responsible for building and executing the

advanced analytics strategy, that covers both Scientific and Business Operations across Clinical Development

Continuum, Geostrategy and Study start-up, Centralized and Risk Based Monitoring, Site Engagement, Business

Performance, Precision Medicine, Patient Safety and R&D. In addition, Nareen is actively engaged in evaluating the

opportunities created by technology trends like big data, automation, machine learning and AI, digital health etc.

and strategically instantiating them at AbbVie to drive organizational transformation

12:30 PM — 2:30 PM

Session 7B: Leveraging the Patient Voice, Site/Investigator,

and Digital Health Technologies: How Can We Transform

the Healthcare Landscape More Effectively?



Digital health technologies are transforming the healthcare industry at large. With clinical research quickly adopting the

decentralized clinical trial approach in light of the pandemic, the use of patient sensors, wearables, mobile apps, etc., is

becoming common in drug development as opposed to the traditional patient data collection primarily through electronic

data capture (EDC). This session will explore how digital health technology aids drug development and the complications

it brings in consideration of the patient’s experience, investigator's view, technology innovator and data scientist's

perspectives, etc.

Learning Objective : At the conclusion of this session, participants should be able to:

Identify the industry trend of digital health technology

Discuss the use cases of digital health technologies in clinical research

Discuss challenges in adopting digital health technologies and exchange ideas for further advancement in this space

Session Chair(s)

Nan Shao, PhD
Executive Vice President, Global Operations
Veristat, United States

Speaker(s)

Speaker

Ella Balasa
Patient Advocate and Engagement Consultant
N/A, United States

Ella Balasa is a patient advocate, consultant, and a person living with cystic fibrosis. She has committed her time to

empowering patients and advancing healthcare strategies. She speaks publicly about the value of patient

perspective and has a passion for distilling clinical information for patient communities. Through opportunities

working with healthcare organizations on content strategy, writing, speaking, clinical trial development, and sharing

the patient experience she aims to affect the healthcare landscape by raising awareness of rare diseases, promoting

self-advocacy to patients, and valuable insights to organizations. More of her work and experiences can be found at

www.ellabalasa.com.

Speaker

Bertrand Sohier
Senior Vice President, Global Medical Services
Parexel International, France

Bertrand is a seasoned medical leader in the drug development industry, board-certified pulmonologist with 12 years

patient-facing medical experience, 13 years at local and corporate level in a major pharmaceutical company and 12

years in a Contract Research Organization. His main areas of expertise and experience include internal medicine,

drug development, medical affairs, shaping, and implementing innovations in clinical research. As an executive

leader, he heads a global medical team of 100 + physicians so that study sponsors are provided with appropriate



medical support in their outsourced trials from strategic advice to thorough execution of medical monitoring tasks.

He also provides consultancy in drug development programs.

Speaker

Ali Neishabouri, PhD
Head of Data Science
Actigraph, United States

2:30 PM — 2:45 PM

Break

2:45 PM — 3:30 PM

Session 8: Closing Plenary - Data and Technology Strategy

Advances in data science, artificial intelligence (AI) and machine learning (ML) are transforming the healthcare,

pharmaceutical, and regulatory industries. In this session we will discuss the regulatory developments, challenges,

opportunities and future perspectives on data science, AI and ML.

Learning Objective : At the conclusion of this session, participants should be able to:

Discuss regulatory developments in data science, AI and ML

Identify regulatory challenges and opportunities with data science, AI and ML

Illustrate the future regulatory perspectives on data science, AI and ML

Session Chair(s)

Pritibha Singh, MBA, MSc
Account Associate Director
Novartis Data42 AG, Switzerland

Pritibha Singh is a Team Lead for Data Science and for Program Project Management at Novartis

for data42. She has extensive international (Switzerland, Germany, United Kingdom, Australia and

New Zealand) experience of 17 years gained in the pharmaceutical and biosimilar industry and in research. During

this time Pritibha worked in numerous therapeutic areas: Cardiovascular, Diabetes, Neuroscience, Respiratory,

Oncology, Immunology, and Hematology and she has end-to-end experience in discovery, development and late

phase. Pritibha is also studying her Doctorate (Doctor of Sciences (Dr. sc. ETH Zurich)) to evaluate whether

Decentralised Clinical Trials are more sustainable than the traditional Clinical Trial.



Speaker(s)

Speaker

Ram Iyer, MS
Chief Data Officer
FDA, United States

As the Chief Data Officer of the FDA, Ram C Iyer has the accountability to develop and execute an agency wide data

modernization strategy, building robust central functions that can be leveraged by the centers and the agency for

high value decisions. The scope spans the entire stack from data identification to actionable decision, including data

policies and governance. Ram is an industry and peer recognized data and technology professional with experience

in the Pharma, Consulting, Telecom and International Government organizations. His expertise includes Data and

Decision Sciences, Digital and Technology Architecture, and Talent Development with a focus on building

collaborative partnerships and Ecosystems.

3:30 PM — 3:30 PM

Closing Remarks


