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Overview

The 17* Annual DIA/FDA Biostatistics Industry and Regulator
Forum is a unique forum addressing the statistical issues
associated with the development and review of therapeutic
drugs, biologics, devices, and other medical products.

As an open forum to discuss timely topics of mutual
theoretical and practical interest to statisticians and clinical
trial professionals, this meeting focuses on the regulatory
and statistical challenges associated with innovative
approaches to the design and analysis of clinical trials data
and measuring the progress with the implementation of
innovative solutions.

An important purpose of the forum is to advance the
dialogue between industry, regulatory agencies, and
academia around policy, regulation, development, and
review of medical products in the context of today’s
scientific and regulatory environments. The program is
developed collaboratively by FDA, industry, and academic
experts who team up to ensure that each session brings all
stakeholder perspectives to the discussion.

Meeting Designed For

* Access & Value

 Clinical Development & Operations

 Clinical Safety & Pharmacovigilance
« Data & Data Standards

* Preclinical & Early Phase Research

* Regulatory

* Quality Assurance / Control & CMC
« Statistics
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Schedule At-A-Glance

SHORT COURSE | TUESDAY, MARCH 16

10:00AM-2:00PM

Short Course: Estimand Framework Implementation

SHORT COURSE | TUESDAY MARCH 21

10:00AM-2:00PM

SHORT COURSE | THURSDAY MARCH 23

10:00AM-2:00PM

DAY ONE | WEDNESDAY, MARCH 29

10:00-10:15AM

Short Course: Methods to Support Patient-Focused Medical Product Development: Key Concepts from FDA’s
Patient-Focused Drug Development Guidance Series

Short Course: Group Sequential and Adaptive Designs in Drug Development: Methodology,
Practical Aspects, and Examples

Welcome and Opening Remarks

10:15-11:00AM

Keynote: The Future of Evidence Generation: Planning for Novel Data Modalities

Amy Abernethy, MD, PhD, President of Clinical Studies Platforms Alphabet’s Verily

11:00-11:15AM

Break

11:15AM-12:30PM

Session 1: The Critical Role of Covariates in Clinical Trial Design and Analysis

12:30-1:00PM Break

1:30-2:45PM Session 2: Complex Innovative Trials Designs: Current Perspectives and Future Directions
2:45-3:00PM Break

3:00-4:15PM Session 3: Recent updates on FDA User Fee Amendments

DAY TWO | THURSDAY, MARCH 30

10:00-11:15AM

Session 4: Novel Approaches for the Clinical Development of Biosimilars

11:15-11:30AM

Break

11:30AM-12:45PM

Session 5: Information and Case Studies Related to ICH E11A draft guidance on Pediatric Extrapolation

12:45-1:00PM Break

1:00-2:15PM Session 6: Advanced Statistical Methods to Borrow External Information
2:15-2:30PM Break

2:30-3:45PM Session 7: Innovation for Dose Optimization - Updates from Project Optimus
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DAY THREE | FRIDAY, MARCH 31

10:00-11:15AM Session 8: Machine Learning and Safety Statistics

11:15-11:30AM Break

11:30AM-12:45PM Session 9: Design Considerations in Using RWE/RWD in Clinical Trials
12:45-1:15PM Break

1:15-2:45PM Session 10: The Estimand Framework in the Context of Benefit-Risk Assessments
2:45-3:00PM Closing Remarks

Learning Objectives

At the conclusion of this forum, participants should be able to:
* Discuss approaches to collecting novel types of data for evidence generation and analytic methods needed to power new
approaches to data
« Identify and discuss issues relevant to applying the ICH E9(R1) framework to complex innovative trials

 |dentify key updates for each user fee program, including launching the Rare Disease Endpoint Advancement (RDEA)
Pilot program under PDUFA VII

* Recognize the purpose of the Comparative Clinical Endpoint Studies in Biosimilar Development Program and apply
Bayesian designs for biosimilar product development

* Summarize and apply principles of ICH ET1A draft guidance to pediatric drug development

* Discuss updates in FDA’s Project Optimus and ongoing development of dose optimization guidance and recognize
approaches to develop a composite endpoint to select an optimal dose

* Describe the current use of ML in analysis of safety data by the pharmaceutical industry and regulatory agencies and
identify areas of potential future applications and methods development

* Explain strengths of the estimand framework for jointly assessing efficacy and safety of a treatment and identify
challenges in joint assessment of efficacy and safety

» Describe the general ideas of various methods to borrow information from external data and discuss potential
applications in regulatory clinical trials

* Recognize statistical methods leveraged in the analysis of RWD and describe innovative approaches of combining RWD
and clinical trial data in decision making

Continuing Education Credits

Drug Information Association (DIA) is accredited by the International Accreditors for Continuing Education and
IAEET Training (IACET) and offers IACET CEUs for its learning events that comply with the ANSI/IACET Continuing
Education and Training Standard. IACET is recognized internationally as a standard development organization and
accrediting body that promotes quality of continuing education and training.

As an IACET Accredited Provider, DIA offers CEUs for its programs that qualify under the ANSI/IACET Standard. DIA is authorized
by IACET to offer a maximum of 1.2* CEUs for this program.
* March 16, 2023 - Short Course 1: Estimand Framework Implementation: IACET .4 CEUs

* March 21, 2023 - Short Course 2: Methods to Support Patient-Focused Medical Product Development: Key Concepts from
FDA’s Patient-Focused Drug Development Guidance Series: IACET .4 CEUs

* March 23, 2023 - Short Course 3: Group Sequential and Adaptive Designs in Drug Development: Methodology, Practical
Aspects, and Examples: IACET .4 CEUs

» March 29 - 31, 2023 - DIA/FDA Biostatistics Industry and Regulator Forum: No CEUs

*IACET CEUs are only available for the Short Course(s). Participants must attend the entire virtual short course in order to be
able to receive an IACET statement of credit. No partial credit will be awarded.
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Statement of Credit

If you would like to receive a statement of credit, you must virtually attend the entire short course, complete the post-assessment
exam with an 80% or better passing score, and claim credit through My Transcript. Participants will be able to download a
statement of credit upon successful submission of the credit request. My Transcript will be available for credit requests
beginning Friday, March 24, 2023.

DIA Disclosure Policy

It is DIA policy that anyone in a position to control the content of a continuing education activity must disclose to the program
audience (1) any relevant financial relationships related to the content of their presentation and/or the educational activity,
and (2) discussions of unlabeled or unapproved uses of drugs or medical devices. Disclosures will be included in the

handout materials.

This educational activity may include references to the use of products for indications not approved by the FDA. Opinions
expressed with regard to unapproved uses of products are solely those of the faculty and are not endorsed by the DIA or any
of the manufacturers of products mentioned herein. Faculty for this educational activity was asked to disclose any discussion of
unlabeled or unapproved uses of drugs or medical devices.

Disclosure statements are included with each speaker’s biographical sketch.

To view DIA’s Disclosure and Grievance Policies, visit DIAglobal.org/CE

TO ACCESS MY TRANSCRIPT ACCESS PRESENTATIONS

 Visit DIAglobal.org « Visit DIAglobal.org
¢ Sign In with your DIA User ID and Password

» Select the Welcome Menu in the upper right hand corner
(where your name appears)

* Select My Account from the menu
¢ Choose My Presentation

¢ Sign In with your DIA User ID and Password

Select the Welcome Menu in the upper right hand
corner (where your name appears)

Select My Account from the menu .
Please Note: DIA User ID and Password are needed to access presentations. If you

A . have forgotten your DIA User ID and Password, or this is your first time logging
Select My Transcrlpts then Manage My Transc"pts into the DIA website, please use our Login Reminder. *Presentations will be

available for six months post conference.

LIVE FROM
BOSTON

- DIA

2025

GLOBAL AMMUAL MEETING
BOSTON, MA | JUNE 25-29

ILLUMINATE
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