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Print Agenda

Day 1 Jan 25, 2023

10:00 AM — 2:00 PM

Short Course: Aggregate Safety Assessment Planning

Session Chair(s)

Greg Ball, PhD
Owner and Consultant
ASAP Process Consulting, United States

Greg served in the Navy and taught HS math and physics before earning his MS in statistics from

Purdue and PhD in biostatistics from the University of Texas. His research on blinded safety

monitoring procedures is being developed in collaboration with statistical and clinical scientists at several

pharmaceutical companies (including AbbVie and Merck). He co-leads, with Mary Nilsson, the PhUSE Safety

Analytics working group. Greg established, with Bill Wang, the ASA Biopharm Safety Monitoring working group and

has been pioneering the joint DIA-ASA Interdisciplinary Safety Evaluation (DAISE) scientific working group, to

advocate for aggregate safety assessments and cross-disciplinary scientific engagement.

Barbara Hendrickson, DrMed, MD
Clinical Associate, Pediatric Infectious Diseases

https://www.diaglobal.org/en/conference-listing/meetings/2023/02/global-pharmacovigilance-and-risk-management-strategies-conference


University of Chicago, United States

Dr. Barbara Hendrickson is a former Vice President of Pharmacovigilance and Patient Safety at

AbbVie. She is currently on faculty at the University of Chicago. Dr. Hendrickson is a physician with

subspecialty training in pediatrics and infectious diseases and has 19 years of pharmaceutical

industry experience. Dr. Hendrickson has been involved in multiple new product and additional

indication submissions. She also has participated in several clinical trial safety initiatives related to implementation of

internal data monitoring committees and IND aggregate safety reporting procedures. In addition, she co-leads the

DIA-ASA Aggregate Safety Assessment Planning Working Group.

Day 2 Feb 01, 2023

10:00 AM — 2:00 PM

Short Course: Good Pharmacovigilance Practice (GVP)

Operations Development - From Clinical Trial to Post

Marketing

Session Chair(s)

Catherine Baldridge, MSc
Head of Pharmacovigilance Affairs, Principal Consultant
RegDev, Inc., United States

Catherine Baldridge has more than 18 years of experience in safety and pharmacovigilance, and

currently serves as an executive consultant to the industry providing leadership and support in

Pharmacovigilance Operations, development, training, regulatory, and inspection readiness. She has a Bachelors

degree in Neuro Psychology from Hollins and a Masters of Science in Clinical Investigation and Patient Research

from the University of Virginia. Catherine is an Adjunct Faculty member at Temple University, Graduate School of

Pharmacy, instructing courses in Good Pharmacovigilance Operations and collaborating with several leading experts

in updating relevant textbooks in field.

Representative Invited
Erasca, Inc., United States



Ballroom Foyer (Upper Level)
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Day 3 Feb 05, 2023

9:00 AM — 5:00 PM

Short Course: Pharmacovigilance and Risk Management

Planning

Session Chair(s)

Stella Blackburn, MD, MA, MSc, FFPM, FISPE, FRCP
Strategy Consultant
N/A, United Kingdom

Dr Stella Blackburn. MB BS, MA, MSc, FRCP(Ed), FISPE, FFPM, DLSHTM, Stella studied medicine at

Cambridge and Guys, working in hospital medicine before joining the pharma industry. She has

worked in PhV and pharmacoepi for 35 years: in industry (11+ years) as a regulator (16+ years) and CRO (9 years).

Following her MSc in Epidemiology from LSHTM, she co-developed their course in PhV and Pharmacoepi. In 1997 she

joined the European Medicines Agency (EMA). Stella developed EU strategy and policy on risk management, was

lead writer on the EU guidelines on this and was part of the core team implementing the 2010 PhV legislation and

ENCePP. She is/was on the CIOMS IX/XI/XIII working parties and is a member of the CIOMS Executive Committee.

Day 4 Feb 06, 2023

7:00 AM — 5:35 PM

Conference Registration

7:00 AM — 8:00 AM

Networking Breakfast in the Exhibit Hall

8:00 AM — 8:15 AM



Ballroom E-H

Welcome and Opening Remarks

8:15 AM — 9:00 AM

Keynote Address: Research Integrity in the Quest for

Therapies for Alzheimer’s Disease

This session will present the history of experimental anti-amyloid therapies for Alzheimer’s disease in the context of

recent revelations regarding potential research integrity concerns underlying assumptions of the amyloid cascade

hypothesis. This case will illustrate the persistent corruptive influence of research misconduct on the evolution of a field

of study. The session will close with a discussion of the responsibilities of co-authors, funders, publishers, and regulatory

bodies on maintaining high standards of integrity and strategies to limit the damage from unreliable data sources.

Learning Objective :

Recognize risk factors for research misconduct and strategies for mitigating influence of unreliable data sources

Formulate approaches to misconduct concerns that mitigate collateral damage while ensuring deep commitment to

data integrity

Propose strategies to lower the risk of research misconduct and influence of inaccurate data sources in collaborative

research

Session Chair(s)

Annette S. Williams, MBA, RPh
Vice President, Pharmacovigilance
IQVIA, United States

Annette Williams, M.B.A. R.Ph, is Vice President, Global Head of Lifecycle Safety, leading IQVIA’s

comprehensive Safety organization, consisting of more than 5,000 professionals worldwide,

providing services across the PV spectrum, including: case processing, regulatory reporting, aggregate reporting,

signal detection, risk management, medical information, local affiliate PV support and safety systems. Williams

oversees the development and adoption of innovative technologies to streamline how Lifecycle Safety manages

safety information and subsequent data analytics on behalf of its clients. Prior to IQVIA, she held leadership

positions in both CRO and Pharma fields, including Drug Safety Alliance, Teamm Pharmaceuticals, and GSK.

Speaker(s)

Keynote Speaker

Matthew Schrag, MD, PhD
Assistant Professor of Neurology & Director, Cerebral Amyloid Angiopathy Clinic
Vanderbilt University Medical Center, United States



Ballroom E-H9:05 AM — 10:20 AM

Session 1: Global Safety Regulatory Updates: Japan and

China Regions

The session will provide global regulatory updates on pharmacovigilance and risk management focusing on Asia. We will

discuss challenges in complying with the new regulatory requirements for patient safety. This session will provide an

overview of the ICH E19 guideline and discuss the new and unique requirement in clinical safety reporting in Japan. We

will also discuss the rapidly evolving pharmacovigilance environment in China and their clinical and post-marketing

regulations.

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

Describe the new internationally harmonized guidance on a selective approach to safety data collection in specific

late-stage pre-approval or post-approval clinical trials

Discuss the requirements in the new clinical reporting rule in Japan and their challenges

Explain the pharmacovigilance regulations in China from development to post-approval and discuss their challenges

Session Chair(s)

Mamiko Kasho
Executive Director, Global PV Management Dept., Global Safety HQs

Eisai Co., Ltd., Japan

Mamiko Kasho is Executive Director of Global Pharmacovigilance Management in Global Safety HQ

of Eisai Co., Ltd, and has been involved in global PV area since she joined the company in 2007.

Mamiko has been responsible for PV agreements with licensing partners for 13 years and at the same time in charge

of establishing, maintaining the quality management system in PV; and continues working on coordinating activities

to comply with regulatory requirements across regions. Mamiko has been participating in several task forces of

JPMA PV committee as the team leader, focusing on PV requirements in Europe, US, Asia, and other regions. Mamiko

is also the member of MedDRA Management Committee since Mar 2020 as the representative of JPMA.

Speaker(s)

Speaker

Mary Thanh Hai, MD
Deputy Director for Clinical, OND, CDER
FDA, United States

Dr. Thanh Hai is currently the Deputy Director for Clinical in the Office of New Drugs Immediate Office. She works

directly with the OND Director to oversee the development programs of drugs and biologics regulated by the Center

of Drug and Evaluation and Research across 27 review divisions. She also oversees the Office of Drug Evaluation

Science including the Drug Development Tool Qualification Programs. Dr. Thanh Hai is an internist/endocrinologist

receiving her medical degree from Georgetown University. Over the past 24 years, she has held several leadership



White Oak (Lower Level)

positions in FDA including Director of Division of Metabolism and Endocrinology Products from 2006-2013. She

served as the rapporteur for development ICH E19 Guidelines.

Speaker

Yijing(Hellen) Zhang
Executive Director, Global Patient Safety
Beigene, China

Executive Director head of Individual Case Safety, Medical Review & Aggregate Safety Reporting team, PV

responsible person in China.

10:20 AM — 10:50 AM

Exhibitor Sponsored Session/Non-CE: Case Study hosted

by PharSafer

Case Processing – The Most Important Part of Pharmacovigilance? Or Rubbish in, rubbish out!

In this session, we will review the current industry landscape for clinical and post marketing drug safety, identifying and

highlighting the key issues that Companies face and how this influences safety data capture and processing activities, and

analyse the subsequent impact this has on other pharmacovigilance activities (e.g. signal detection), regulatory

inspection findings and compliance.

Further to this, we will also delve into the role of case processors and medical reviewers within the data intake and case

processing arena and assess current industry practices, whilst also exploring the benefits of implementing an automated

solution, and evaluate if a movement towards AI and innovation can provide an enhanced, more complete solution for

other aspects of Pharmacovigilance including periodic report writing, signal identification and benefit-risk determinations.

Featured Topics:

Clinical and post marketing drug safety

AI and automation

Patient and reporter engagement

Safety data intake and case processing

Safety database, process, and systems optimization

Data accuracy and compliance

Signal detection

Risk management

Periodic report writing

Auditing and KPIs

Session Chair(s)

Exhibitor Sponsored Events
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United States

Speaker(s)

Speaker

Graeme Ladds, PhD
Director
Pharsafer, United Kingdom

10:20 AM — 10:50 AM

Refreshment, Exhibits, and Networking Break Sponsored

by Eversana

10:50 AM — 11:50 AM

Session 2: Europe and United Kingdom Safety Regulatory

Updates

This session will provide regulatory and pharmacovigilance updates from Europe and the UK regions. We will particularly

focus on the implementation of new Clinical Trial regulations in Europe and the UK regions as well as the challenges and

opportunities this brings. We will hear from the two regulatory authorities on their current and upcoming work priorities

for pharmacovigilance.

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

Describe the new clinical trial regulation that came into force in Europe in 2022 and discuss the differences to the

previous Clinical Trial Directive

Discuss challenges and opportunities for safety reporting from a regulatory perspective

Recognize MHRA’s progress on updating clinical trial regulations in the UK and its impact on pharmacovigilance

activities

Session Chair(s)
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Sarah Vaughan
Head of Vigilance Development
Medicines and Healthcare products Regulatory Agency (MHRA), United Kingdom

Sarah has worked in pharmacovigilance at the MHRA for the past 15 years, with 6 years as the

Pharmacovigilance Information Unit Manager. She has been MHRA representative on the MedDRA

Points to Consider Group, and worked on implementation of the 2012 EU Pharmacovigilance legislation. Her current

role is the Head of Vigilance Development, focussing on the development and transformation of the Agency's

vigilance systems for all medicinal product types. Sarah leads on key projects in the Agency's Patient Safety

function, engaging with strategic stakeholders in the UK healthcare system for adverse incident data collection and

signal management processes.

Speaker(s)

Speaker

Irina Caplanusi, MD, MSc
Signal Management Lead, Pharmacovigilance Department
European Medicines Agency, Netherlands

Dr. Irina Caplanusi is qualified as medical practitioner. She joined the European Medicines Agency in 2009 and is

currently working as Signal Management Lead in the Pharmacovigilance Department. She has broad experience in

signal management (leading on Signal Procedures at the Pharmacovigilance and Risk Assessment Committee) and

incident management (including Emerging Safety Issues and the Incident Management Plan). In the recent years she

worked extensively in the pharmacovigilance of COVID-19 vaccines, from safety monitoring to leading on high profile

signal procedures.

11:50 AM — 1:00 PM

Luncheon, Exhibits, and Networking Break

12:00 PM — 1:00 PM

Sponsored Lunch and Learn Hosted by IQVIA: Transform

your Local Safety and PV Processes by Harnessing AI, ML,

and NLP Technologies (Invite Only)

Drug safety and pharmacovigilance (PV) professionals are increasingly challenged, having to do more with less. The key

to your success is implementing automation, adopting advanced technologies, and leveraging insights from analytics that
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improve compliance and product safety.

Learn how to enhance flexible, global, and local safety teams by harnessing the power of artificial intelligence (AI),

machine learning (ML), and natural language processing (NLP) algorithms for language translation, literature searches,

structured data entry, AE management, and case follow up.

Session Chair(s)

Representative Invited
United States

Speaker(s)

Speaker

Uwe Trinks, PhD, MS
Global Practice Lead IQVIA PV Technologies
IQVIA, United States

Dr. Uwe Trinks, Global Practice Lead, PV Technology at IQVIA serves as Drug Safety and Risk Management Subject

Matter Expert with over 32 years of life sciences experience. Prior to joining IQVIA, he served as Partner and Director

of Foresight Group International for 10 years and as CIO of Sentrx for 10 years. Prior to that, he served as the

Executive Director and Head of Research Information Management USA for Novartis. Dr. Trinks earned a M.S. in

Organic and Natural Products Chemistry, and a Ph.D. in Organic Chemistry from the Federal Institute of Technology

(ETH) in Zurich, Switzerland. He has also completed Postdoctoral Research in Biochemistry at Stanford University.

Speaker

Alisa Marie Hummings
Sr. Director, CEVA and Medical Information
IQVIA, United States

1:00 PM — 2:30 PM

Session 3: FDA Safety Regulatory Updates

In this session, FDA representatives within the Center for Drug Evaluation and Research (CDER) will provide updates on

Risk Evaluation and Mitigation Strategies (REMS) from the Office of Surveillance and Epidemiology (OSE); updates on

FDA draft guidances on the Benefit-Risk Assessment for New Drug and Biological Products for Industry (September

2021), and on Sponsor Responsibilities-Safety Reporting Requirements and Safety Assessment for IND and



Bioavailability/Bioequivalence Studies (June 2021); and updates from the FDA’s Premarketing Safety Assessment Working

Group on FDA Medical Queries (FMQs) from the Office of New Drugs (OND).

Learning Objective :

Identify advances in pharmacovigilance and risk management strategies, including REMS

Examine the FDA assessment of emerging safety signals and review of safety data

Discuss FDA draft guidances on benefit-risk assessment and safety reporting for IND bioavailability/bioequivalence

studies

Describe FDA MedDRA Queries and standard safety tables and figures

Session Chair(s)

Gerald J. Dal Pan, MD, MHS
Director, Office of Surveillance and Epidemiology, CDER
FDA, United States

Gerald J. Dal Pan, MD, MHS currently serves as the Director of the Office of Surveillance and

Epidemiology in FDA’s Center for Drug Evaluation and Research, where since 2005 he has been

responsible for the Center’s programs in adverse event surveillance and analysis, pharmacoepidemiology, risk

management, and medication error prevention. In this capacity, he is involved in both the premarket and postmarket

regulation of drugs and therapeutic biologics, and in the implementation of the drug safety provisions of the Food

and Drug Administration Amendments Act and other initiatives.

Jamie Ridley Klucken, PharmD, MBA, RPh
Safety Evaluator, Division of Pharmacovigilance, OSE, CDER
FDA, United States

Dr. Klucken earned a B.A. in Business Management and Economics (George Fox University), a

Masters of Business Administration (Idaho State University), and a PharmD (Idaho State

University). She completed a PGY1 and PGY2 Residency at the Boise VA Medical Center. Prior to joining FDA, she

served as a clinical pharmacist for several outpatient family practice and community clinics focusing on chronic

disease state management and served as an Associate Professor at Shenandoah University BJD School of Pharmacy.

She currently works as a Safety Evaluator in the Division of Pharmacovigilance, monitoring postmarketing adverse

events. She is a Board Certified Pharmacotherapy Specialist and a Board Certified Ambulatory Care Pharmacist.

Speaker(s)

Speaker

Sara L. Eggers, PhD
Director, Decision Support and Analysis Team, OSP, CDER
FDA, United States

Sara Eggers leads the Decision Support and Analysis Team withing FDA’s Center for Drug Evaluation and Research.

This team contributes to the development and implementation of initiatives regarding human drug benefit-risk

assessment, patient-focused drug development, risk evaluation and mitigation strategies, regulatory decision
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support, and other efforts. Before joining FDA in 2011, Sara conducted research and consulting in the area of decision

science, stakeholder engagement, and risk communication. She has a Ph.D. in Engineering and Public Policy, with an

emphasis on decision science, from Carnegie Mellon University

Speaker

Alyson Karesh, MD
Director, Division of Clinical Trial Quality, Office of Medical Policy
FDA, United States

Alyson Karesh is the Director of the Division of Clinical Trial Quality in the Office of Medical Policy at the U.S. Food

and Drug Administration (FDA), where she leads policy development activities that enhance the quality and

efficiency of clinical trials. Dr. Karesh previously served in multiple roles in the Office of New Drugs at FDA. Prior to

joining FDA, Dr. Karesh worked as a hospitalist and as a general pediatrician. Dr. Karesh received her undergraduate

degree from the University of Virginia and her medical degree from the Medical College of Virginia, and she

completed her pediatric internship and residency at Children’s Hospital of Pittsburgh.

Speaker

Scott Proestel, MD
Acting Associate Director, Biomedical Informatics and Regulatory Review Science,
FDA, United States

Scott Proestel, MD, is Acting Associate Director of Biomedical Informatics and Regulatory Review Science at the US

FDA’s Center for Drug Evaluation and Research. He completed his internal medicine training at Johns Hopkins

Hospital and obtained his medical degree from Columbia University College of Physicians & Surgeons. He has

conducted and supervised clinical pre-market reviews of new drug and biologic applications at FDA, overseen HIV

clinical trial conduct as an Office Director at the US National Institutes of Health, and supervised safety surveillance

as a Division Director at FDA. His most recent informatics research assessed the use of artificial intelligence to

evaluate spontaneous safety reports submitted to FDA.

2:30 PM — 3:15 PM

Refreshment, Exhibits, and Networking Break Sponsored

by Eversana

2:45 PM — 3:15 PM
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Exhibitor Sponsored Session/Non-CE: Case Study hosted

by Veeva Systems, Inc.

Beyond Compliance to Collaboration with Modern Content Management Safety Solutions

Hear how companies are easily collaborating and keeping content up to date with a modern content management

solution. Streamlining authoring, review, and sharing of content across internal teams and with external partners, Vault

SafetyDocs is reducing compliance burden while providing greater transparency and oversight. We’ll share a few use

cases including how companies are easily scaling and meeting the growing number of regions requiring a

pharmacovigilance system master file (PSMF) or equivalent documentation with a single global solution.

Featured Topics:

Regulatory trends impacting management of safety content

How a modern content management system increased efficiency and oversight

How to seamlessly collaborate with external partners on a single system

Best practices on easily meeting global / regional requirements for pharmacovigilance system master file (PSMF) with

a modern approach

Session Chair(s)

Exhibitor Sponsored Events
United States

Speaker(s)

Speaker

Michael Kruczek, MSc
Senior Director, Vault Safety Strategy
Veeva Systems, United States

3:15 PM — 4:15 PM

Session 4: FDA Technical Specification for Implementing

E2B R3

In preparation for the electronic transmission of safety reports in the ICH E2B (R3) format, FDA recently posted

documents that included guidance, technical specifications, conformance, and regional data elements. This session will

review requirements for submitting safety reports for INDs, IND-exempt BA/BE studies, and approved drug products



using the ICH E2B(R3) format. In addition, this session will highlight variations between the core and regional data

elements.

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

Recognize that FDA will require reporting of Investigational New Drug (IND) and post market safety reports to be

submitted in the ICH E2B (R3) format to FAERS via the FDA Gateway or using the Safety Reporting Portal

Describe regional data elements that are key for post market, IND, and IND-exempt BA/BE safety reporting

Session Chair(s)

Jo Wyeth, PharmD
Associate Director for Postmarket Assessments, OMEPRM, OSE, CDER
FDA, United States

Jo Wyeth is the Associate Director for Postmarket Assessments, serving as a senior-level scientist

specializing in the application of risk management principles and leading efforts to implement and

oversee medication error pharmacovigilance activities, research and quality assurance activities, and assessment of

risk mitigation measures. She also performs complex safety analyses, advises Office and Division management, and

provides leadership for planning, program development, policy and program analysis, and the implementation of

safety initiatives that support OMEPRM.

Speaker(s)

Reporting of Premarket and Postmarket Safety

Reports to FDA using ICH E2B(R3) Standards

Suranjan De, MBA, MS
Deputy Director, Regulatory Science, OSE, CDER
FDA, United States

Mr. De is the Deputy Director of CDER’s Office of Surveillance and Epidemiology, Regulatory Science Staff at FDA.

He provides expert advice and technical direction on regulatory science for developing new tools, standards, and

approaches to assess the safety, efficacy, quality, and performance of all FDA-regulated products. He has over

twenty years of experience with the FDA, the NIH & in the pharmaceutical industry. His current work includes

compounding reporting guidance, data management of FAERS system, Safety Reporting Portal for mandatory post-

marketing electronic submissions and the FAERS Public Dashboard.

Safety Reporting for INDs and IND-exempt BA/BE

Studies to FDA using ICH E2B(R3) Standards

Y. Veronica Pei, MD, MEd, MPH
Associate Director of Biomedical Informatics, OND, CDER
FDA, United States
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Dr. Veronica Pei is a board-certified emergency physician and a commissioned officer in the U.S. Public Health

Service currently serving as Associate Director for Biomedical Informatics (ADBMI) for the Division of

Gastroenterology (DG) and Division of Hepatology and Nutrition (DHN) in the Office of New Drugs (OND), FDA. In

this role, Dr. Pei is involved in development, implementation, and support of bioinformatics initiatives within OND.

She is the current FDA topic lead for ICH M11 expert working group on the Structure and Content of Clinical

Protocols. Dr. Pei is also the current lead for Standard Tables and Figures and Technical Specifications for Submitting

Clinical Trial Data Sets for Treatment of NASH guidance.

4:20 PM — 5:35 PM

Session 5: Divergences, Harmonization, and Patient

Perspective in Risk Minimization

Presenters will discuss the challenges and opportunities implementing risk minimization measures globally, including

challenges associated with harmonizing global implementation of risk minimization. Additionally, the patient experience

will be considered and behavioral science approaches described which place risk and risk minimization in meaningful

context for patients, healthcare providers, and creators of minimization measures and risk messages.

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

Describe challenges to establishing global approaches to risk minimization

Identify risk analysis approaches to developing risk minimization materials

Recognize how regulatory differences impact global risk management organizations and design/implementation of

risk minimization materials

Session Chair(s)

Michael Richardson, MD, FFPM, FRCP
Senior Vice President, WorldWide Patient Safety
Bristol-Myers Squibb, United Kingdom

Michael Richardson has many years of global management experience in research based life

Sciences companies. He has worked in major multinational companies’ across the globe both at a

Regional management level and heading up Research and Development in Asia. Currently Head of Bristol Myers

Squibb’s Pharmacovigilance Function. Prior to this role he headed BMS and Eli Lilly’s Development and Medical

Organization across Asia Pacific. Before joining Lilly he worked in a joint venture in Japan, Fujisawa-Fisons setting

up their development and quality control organisations and prior to that with Organon laboratories in the UK as

Medical Director.

Speaker(s)
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Using Related Risk Analysis in Risk Minimization

Measure Design and Implications for Globally

Harmonized Approaches

James Duhig, PhD
Director, Patient Integration
AbbVie, United States

Dr. James (Jay) Duhig, Ph.D., is director of Patient Integration for AbbVie Pharmacovigilance and Patient Safety. Dr.

Duhig is an expert in the application of human factors and health literacy in the investigation of medication errors

and in the development of drug and device instructional materials for patients and healthcare professionals. In his

role with AbbVie’s International Pharmacovigilance Network, Dr. Duhig works with physicians, nurses, pharmacists,

engineers, and others in the evaluation of multiple sources of post-marketing safety data. He is a passionate

advocate for the use human factors and health literacy to problem-solve the needs of patients not just at the hospital

and doctor’s office but at the kitchen table.

Speakers

Lacey Leigh Lucree, MPH
Co-Founder and Partner
Truliant Consulting, United States

Lacey possesses more than 20 years' experience in the pharmaceutical R&D space, including 10 years working in

industry in various pharmacovigilance (PV) roles. Lacey transitioned to pharmaceutical consulting in 2011 and further

refined her tactical and strategic management skills while assuming lead roles on PV projects including

pharmacovigilance system implementations and business process harmonization/optimization, compliance oversight

and risk management/risk minimization initiatives. Lacey is a Co-Founder and Partner at Truliant Consulting. She is

currently based in New York, NY.

Speaker

Jamie Wilkins, PharmD
Senior Director, Head - Risk Management Center of Excellence-Worldwide Safety
Pfizer Inc, United States

Jamie Wilkins, Pharm.D. is an experienced pharmacist and former regulator currently responsible for partnering with

internal and external stakeholders on delivering innovative, strategic global safety and risk management excellence

for Pfizer’s drug and biologics portfolio. Prior to her role at Pfizer, Jamie served as the Deputy Director for the

Division of Risk Management (DRM) at the US FDA. She is a two-time recipient of the FDA Francis O. Kelsey drug

safety award, and has a deep passion for safety, and risk management science. Jamie earned her Doctor of

Pharmacy degree in 2008 from the University of Maryland School of Pharmacy, and in her free time, enjoys spending

time with her children and watching softball.

5:35 PM — 6:35 PM
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Networking Reception and Exhibits

Day 5 Feb 07, 2023

7:00 AM — 4:35 PM

Conference Registration

7:00 AM — 8:00 AM

Networking Breakfast in the Exhibit Hall

8:00 AM — 8:25 AM

Welcome to Day 2 and DIA PV Community Update

Welcome to Day 2 and DIA PV Community Update

Session Chair(s)

Mark Perrott, PhD
Managing Partner
Axian Consulting Limited, United Kingdom

Mark is a founder and managing partner at Axian Consulting, where he focuses on improving

benefit:risk balance and outcomes for patients through improving communication and adding value

using digital approaches. He has a >20 year pharma career has included industry (Wellcome, GW, GSK and AZ) and

consultancy roles (WCI, Foresight, PopeWoodhead and Huron). He is now focusing on the opportunities presented

by improved benefit-risk management approaches to enhance development decision-making and add value to the

interactions of industry and customers to maximise B-R balance and improve outcomes.

Speaker(s)
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Session 6: Signal Detection

Safety monitoring and signal detection are essential components in drug development. Thorough reviews of clinical trial

safety data at regular intervals are critical to characterize the drug safety profile beginning early and continuing through

drug development to protect patient safety and, ultimately, public health. Visualization approaches to evaluate safety

data continue to evolve, taking into account how the human brain processes visual information and the advancement of

interactive programing tools. The Interactive Safety Graphics (ISG) Task Force of the American Statistical Association

Biopharmaceutical Safety Working Group has assembled a multidisciplinary team of experts in a variety of domains to

develop the next generation of open-source visual analytical tools for safety data based on these technical advances. In

this session, we will introduce four interactive visualization tools developed by the ISG taskforce: Hepatic Explorer, QT

Explorer (cardiac safety, in collaboration with Cardiac Safety Research Consortium, CSRC), Renal Explorer, and AE

volcano plot to address common safety topics during drug development. The tools have the capacity to monitor safety

data at an aggregated level, as well as to drill down to single patient level. Also, the tools can be applied to facilitate

Aggregated Safety Assessment Planning (ASAP) process, in which case grouped terms shall be applied (such as FMQ or

SMQ, or company specific grouped terms) to address each safety topics of interest with the corresponding medical

concept. Successful user cases will be illustrated. An expert hepatologist and cardiologist will be invited as panelists to

discuss the evaluation of hepatic or QTc signals in clinical development programs.

Learning Objective :

Recognize how data visualization can assist in safety assessment and signal detection

Describe the importance of multidisciplinary collaboration in data visualization and signal detection

Apply novel open-source interactive visualization tools for safety assessment

Discuss how to evaluate hepatic and QTc safety signals in clinical development

Integrate visualization tools and ASAP process in signal detection

Session Chair(s)

Mengchun Li, MD, MPA
Senior Director, Clinical Research, Infectious Disease
Merck & Co., Inc., United States

Dr. Mengchun Li is the Director of Pharmacovigilance at TB Alliance. In this position, Dr. Li chairs

the multidisciplinary safety management team for all compounds and is responsible for clinical

safety and pharmacovigilance. Prior to this, Dr. Li worked at Janssen Pharmaceutical company (J&J), both in China

and in the US, as a Study Responsible Physician in both Clinical Development and Medical Affairs. Dr. Li is now co-

leading the DIA-ASA (American Statistical Association) joint safety working group fostering interdisciplinary

collaboration to improve safety evaluation in drug development. Dr. Li received her MD from China Medical

University and her Master of Public Administration from Columbia University.

Barbara Hendrickson, DrMed, MD
Clinical Associate, Pediatric Infectious Diseases
University of Chicago, United States



Dr. Barbara Hendrickson is a former Vice President of Pharmacovigilance and Patient Safety at

AbbVie. She is currently on faculty at the University of Chicago. Dr. Hendrickson is a physician with subspecialty

training in pediatrics and infectious diseases and has 19 years of pharmaceutical industry experience. Dr.

Hendrickson has been involved in multiple new product and additional indication submissions. She also has

participated in several clinical trial safety initiatives related to implementation of internal data monitoring

committees and IND aggregate safety reporting procedures. In addition, she co-leads the DIA-ASA Aggregate Safety

Assessment Planning Working Group.

Speaker(s)

Introduction to the ISG Visualization Tools and Their

Value in Identifying Adverse Effects and Signal

Detection

James Buchanan, PharmD
President
Covilance LLC, United States

After entering drug safety at Genentech, Dr. Buchanan created and led drug safety departments at Gilead, Tularik

and Nuvelo. He next served with BioSoteria as the head of the medical and safety consulting group. Dr. Buchanan is

currently president of Covilance, LLC, a drug safety consulting service. He is also a co-chair for the American

Statistical Association Biopharmaceutical Working Group and co-leads the task force developing open-source

interactive safety graphics.

Panelist

Boaz Mendzelevski, MD
Consultant Cardiologist
Cardiac Safety Consultants Ltd., United Kingdom

Leveraging the ISG Tool and ASAP Process: User Case

Sharing

Cynthia McShea, MPH
Safety Statistical Standards Lead
UCB Biosciences, United States

Cindy McShea received a BS in Mathematics from East Carolina University in North Carolina, USA and completed an

MPH in Biostatistics from the University of North Carolina at Chapel Hill in North Carolina, USA. Cindy is a director of

Biostatistics at UCB Biosciences where she leads the Safety Statistical Standards team within the Statistical Sciences

and Innovation group. She has over 25 years of experience in the pharmaceutical industry, 20 of which have been

spent in statistical and leadership roles within late phase clinical development in neurology and immunology

therapeutic areas. She is a contributing member of the Drug Information Association-American Statistical

Association Aggregate Safety Assessment Planning Task Force.
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Panelist

Paul Hayashi
DILI team Lead, Division of Hepatology and Nutrition, Office of New Drugs, CDER
FDA, United States

9:50 AM — 10:50 AM

Session 7: Optimizing Literature Surveillance: A Critical

Element in the Pharmacovigilance Arsenal

Literature is one of the largest sources of adverse event reporting and has historically been underserved by technology. In

this session, we will provide a brief review of the literature reporting requirements (both global and local). Discuss the

challenges associated with managing local literature complexities. Outline optimization initiatives underpinned by

technology, including AI, to advance Literature Surveillance. The EMA’s Medical Literature Monitoring (MLM) program will

be highlighted to showcase the value it offers MAH’s and it is evolving. Several case studies will be showcased to

highlight how organizations have increase search accuracy, reduced duplicates, minimized administrative burden, and

lowered costs.

Learning Objective :

Outline the latest requirements for managing literature surveillance both globally and locally

Detail multiple strategies for streamlining and optimizing local literature

Discuss the roadblocks, current operational realities, and future innovation opportunities for literature surveillance

Identify the requirements, benefits, and upcoming enhancements to the Medical Literature Monitoring (MLM) Program

Session Chair(s)

Annette S. Williams, MBA, RPh
Vice President, Pharmacovigilance
IQVIA, United States

Annette Williams, M.B.A. R.Ph, is Vice President, Global Head of Lifecycle Safety, leading IQVIA’s

comprehensive Safety organization, consisting of more than 5,000 professionals worldwide,

providing services across the PV spectrum, including: case processing, regulatory reporting, aggregate reporting,

signal detection, risk management, medical information, local affiliate PV support and safety systems. Williams

oversees the development and adoption of innovative technologies to streamline how Lifecycle Safety manages

safety information and subsequent data analytics on behalf of its clients. Prior to IQVIA, she held leadership

positions in both CRO and Pharma fields, including Drug Safety Alliance, Teamm Pharmaceuticals, and GSK.

Speaker(s)

Speaker



White Oak (Lower Level)

Srikanth S, MPharm
Associate Director, Head - SARA Literature center, Life Cycle Safety
IQVIA, India

Srikanth heads a global team of 120+ literature surveillance scientists located in India, China, & US,

oversees vendors from Europe & Asia. In his role as head of a work function, he supports various

aspects of the business unit, including strategy, pre-sales, business development, client relationship management,

and operations. He works with Fortune 500 client base across Americas, UK, Europe, Japan, China, India, and

Singapore to provide them with innovative technology solutions and business models to transform

Pharmacovigilance (PV) processes. In his 11 years of Pharmacovigilance experience, he supported various PV

domains like case processing, QA, training, literature review, aggregate reporting & signal detection.

Speaker

Tom Paternoster-Howe, MSc
Scientific Administrator, Data Analytics & Methods, Task Force, Healthcare Data
European Medicines Agency, Netherlands

Tom Paternoster-Howe joined the EMA in 2004, where he has worked ever since. His work at the EMA has focused

on the quality and analysis of data in Eudravigilance and he is currently the lead scientific administrator for both the

Medical Literature Monitoring service & the Eudravigilance data management contract. Prior to joining the Agency,

he worked for 3 years in the industry & at the MHRA in pharmacovigilance.

10:50 AM — 11:20 AM

Exhibitor Event/Non-CE: Case Study hosted by IQVIA

The Effectiveness of Automation Technology in Identifying Potential Adverse Events in Common Safety Data Sources

This case study examines 5 years’ worth of product data and the conclusions we can draw about the effectiveness of

automation technology, where it best serves, and the steadfast role humans will continue to play in this process.

Featured Topics:

Use of technology in identify potential safety risks

How it works, where it is best applied

Results

A look at the source types where technology has most success and interpretation of results

Examining the key components of a successful process

Session Chair(s)

Exhibitor Sponsored Events
United States
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Speaker(s)

Marie Flanagan
Director, Offering Management, Vigilance Detect
IQVIA, Ireland

As Director, Offering Management, of IQVIA’s Vigilance Detect (powered by AE Tracker), Marie’s

focus is on developing the Detect portfolio and ensuring the offerings meet client and regulatory

needs. Marie joined Quintiles Drug Safety over 16 years ago. In her tenure, Marie has successfully held many

leadership positions with a key focus on the strategic expansion of IQVIA’s lifecycle safety department, conducting

PV landscape assessments and analysis of emerging safety trends. Marie graduated from University College Cork,

Ireland, with an MSc in Medical Microbiology. In 2021, she joined the Vigilance Detect team, leveraging her 16+ years

of safety experience.

10:50 AM — 11:20 AM

Refreshment, Exhibits, and Networking Break

11:20 AM — 12:35 PM

Session 8: Artificial Intelligence and Machine Learning Use

in Patient Safety

Examine the uses of machine learning and artificial intelligence in safety organizations globally. Both industry and

regulatory perspectives will be included. Speakers will discuss applications in safety operations, surveillance (including

literature surveillance) as well as topics related to regulation and updates from the AI/ML CIOMS working group.

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

Describe recent advances in the use of AI/ML with respect to safety surveillance

Determine the applicability of the use of AI/ML in your own organization

Recognize the progress of cross-industry working groups to increase understanding and contextualize the use of

AI/ML in pharmacovigilance

Session Chair(s)



Jeremy Jokinen, PhD, MS
Vice President and Head, Global Risk Management and International Patient Safety
Bristol Myers Squibb Company, United States

Jeremy is the Vice President and Head, Global Risk Management and International Patient Safety at

Bristol Myers Squibb. In this role, he leads a global team of risk management and safety science

leaders responsible for insights, evidence generation, and risk minimization efforts ensuring the safety of patients

worldwide. Jeremy is also active within numerous cross-industry pharmacovigilance initiatives for DIA,

TransCelerate, and ICH. Jeremy has over 20 years of experience as a statistician in early phase to post-market

pharmaceutical, biological, and medical device research. He holds MS and PhD degrees in quantitative psychology

from Ohio University.

Speaker(s)

How ML and Pharmacovigilance Interrelate Currently

and How Symbiotic Progress Should Enable Real PV2.0

Andrew Bate, PhD, MA
VP, Head of Safety Innovation & Analytics
GlaxoSmithKline, United Kingdom

Andrew is Head of Safety Innovation & Analytics at GSK and a member of the Global Safety Leadership team.

Previously Andrew was in the Epidemiology Leadership team at Pfizer for a decade. Prior to joining Pfizer, Andrew

was at the Uppsala Monitoring Centre for more than 12 years, where he led the Research function. Andrew has over

100 publications on RWE and signal detection and has participated in several international initiatives in the area.

Andrew is Honorary Associate Professor of Epidemiology at LSHTM.

Adoption of AI for Adverse Event Recognition from

Unstructured Data

Nicole Baker, PhD
biologit, Ireland

Next-Generation Pharmacovigilance Analytics –

Clustering and Semantic Representations of Adverse

Events

Niklas Noren, PhD, MSc
Chief Science Officer
Uppsala Monitoring Centre (UMC) , Sweden

Niklas Norén is Chief Science Officer at the Uppsala Monitoring Centre, the WHO Collaborating Centre for

International Drug Monitoring, and a member of its executive leadership team. He has published extensively on

statistical pattern discovery in observational medical data, primarily adverse event reports and electronic medical
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records. His research has resulted in scientific papers on duplicate detection and subgroup discovery that have been

internationally awarded. He is a member of the editorial board for Drug Safety, and he has led several international

collaborative projects in pharmacovigilance.

Regulating ML; How Precise Should We Be? A

Perspective from the MHRA

Phil Tregunno
Deputy Director - Patient Safety Monitoring
Medicines and Healthcare Products Regulatory Agency (MHRA), United Kingdom

Phil is the Deputy Director of Patient Safety Monitoring within MHRA’s Safety & Surveillance function and has over

eighteen years of experience working in pharmacovigilance. Prior to his current role Phil spent fourteen years leading

and developing the pharmacovigilance system, including technology, processes, and relevant aspects of

Pharmacovigilance Legislation. He is now accountable for Patient Safety Monitoring across medicines, vaccines,

devices, defects and blood products. Phil was responsible delivery of MHRA systems for COVID-19 vaccine

surveillance and their integration into the healthcare system. For several years he has led international projects to

develop and deliver tools for global pharmacovigilance.

12:35 PM — 1:35 PM

Luncheon, Exhibits and Networking Break

1:35 PM — 2:50 PM

Session 9: Real-World Evidence Support of Clinical

Development Programs

Real-world data (RWD) and real-world evidence (RWE) are commonly leveraged to inform the safety of marketed

products and may also be used to support clinical development programs. RWD can assist in the evaluation of safety

signals arising from clinical trial data and contextualizing clinical trial event rates. Additionally, RWD/RWE can play an

important role in product submissions and approvals. In 2021, FDA issued multiple draft guidance’s related to the use of

RWD/RWE to support regulatory decision-making, including conveying a framework to evaluate the potential use of RWD

to generate RWE to help support the approval of new indication(s) for marketed drugs. This session will address ways

that RWD/RWE can support clinical trial signal evaluation, IND reporting decisions as well as clinical development

programs and submissions for approval of drugs and biological products.

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

Describe various ways RWE/RWD are utilized in regulatory interactions during clinical development

Discuss FDA Draft Guidances on RWD/RWE and their applicability



Describe the role of RWE in the evaluation of safety signals arising from clinical trial data

Appraise potential approaches to identify reference adverse event rates to contextualize clinical trial data

Session Chair(s)

Barbara Hendrickson, DrMed, MD
Clinical Associate, Pediatric Infectious Diseases
University of Chicago, United States

Dr. Barbara Hendrickson is a former Vice President of Pharmacovigilance and Patient Safety at

AbbVie. She is currently on faculty at the University of Chicago. Dr. Hendrickson is a physician with

subspecialty training in pediatrics and infectious diseases and has 19 years of pharmaceutical industry experience.

Dr. Hendrickson has been involved in multiple new product and additional indication submissions. She also has

participated in several clinical trial safety initiatives related to implementation of internal data monitoring

committees and IND aggregate safety reporting procedures. In addition, she co-leads the DIA-ASA Aggregate Safety

Assessment Planning Working Group.

Speaker(s)

Use of Real-World Data (RWD) and Real-World

Evidence (RWE) in Clinical Development and

Regulatory Decision Making

Solomon Iyasu, DrMed, MPH
Principal
Iyasu Epi-RWE Strategy LLC , United States

Dr. Iyasu is a former head of Epidemiology of Merck & Co (2015-2022) and former head of the Office of

Pharmacovigilance and Epidemiology at the Center for Drug Evaluation and Research, Food and Drug

Administration (2008-2015). He is currently an independent consultant to life science companies on drug safety

epidemiology, real-world data (RWD) and real-world evidence (RWE) to support clinical development, regulatory

and reimbursement strategies and life cycle management.

US FDA and Real-World Evidence

Kimberly Smith, MD, MS
Real-World Evidence Analytics Team, Office of Medical Policy, CDER
FDA, United States

Kimberly Smith is a nephrologist with the Real-World Evidence Analytics team in the Office of Medical Policy, Center

for Drug Evaluation and Research (CDER), U.S. Food and Drug Administration. In her current role, she develops and

implements programs and policies related to the use of real-world evidence in drug development. Prior to her

current role, Dr. Smith was the nephrology team leader in the Division of Cardiology and Nephrology in CDER’s

Office of New Drugs. Before joining the FDA, she was with the Coverage and Analysis Group at the Centers for

Medicare and Medicaid Services (CMS).
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Role of Real-World Evidence in the Evaluation of

Safety Signals Arising from Clinical Trial Data and

Contextualizing Clinical Trial Event Rates

Simone P. Pinheiro, MSc
Head, PharmacoEpidemiology Center of Excellence (PeCoE)
Abbvie, United States

Simone Pinheiro is the Head of the Pharmaco-Epidemiology Center of Excellence (PECOE) in Global Epidemiology at

Abbvie. The PECOE brings together experts in regulatory pharmaco-epidemiology, data science and data analytics

and serves as a strategic resource for real-world data, analytics, and regulatory pharmaco-epidemiology expertise

for the enterprise. Dr. Pinheiro has 15 years of regulatory pharmaco-epidemiology experience. Prior to joining

AbbVie, she was the Director of the Division of Epidemiology-I at the Office of Surveillance and Epidemiology at

CDER/FDA. Dr. Pinheiro has Doctorate and Master degrees in Epidemiology from the Harvard School of Public

Health.

2:50 PM — 3:20 PM

Refreshment, Exhibits, and Networking Break

3:20 PM — 4:35 PM

Session 10: Epidemiology in Post-Approval

Epidemiologic strategies and study designs play an integral part in studies of marketed products. Some studies

incorporate real world data (RWD) as the sole source of information or use a hybrid model where RWD are included to

complement traditional data collection. This session will explore examples of studies to meet regulatory commitments

and provide insights into product use. We will address ways that epidemiology studies can support post-marketing

objectives to evaluate product safety and effectiveness in a real-world setting.

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

Explore epidemiologic approaches to post-marketing studies using real-word data (RWD) and real-world evidence

(RWE)

Discuss how registries can support marketed products

Describe the role of RWD to support post-marketing requirements

Session Chair(s)

Annette Stemhagen, DrPH, PhD, FISPE
Chief Scientific Officer and Senior Vice President



UBC, United States

Dr. Annette Stemhagen is an epidemiologist, with >30 years of public health research experience,

including 20+ years in the biopharmaceutical industry. She provides strategic consulting in

epidemiology, pharmacovigilance, and risk management. She develops and implements creative

and innovative epidemiologic study design solutions. She also has extensive expertise designing

and implementing risk intervention programs, risk management evaluation studies, Risk Evaluation and Mitigation

Strategies (REMS), and risk minimization programs for EU Risk Management Plans for more than 120 products. She

was appointed as the first Industry Representative to the FDA Drug Safety and Risk Management Advisory

Committee.

Speaker(s)

Speaker

Angelika Manthripragada, PhD, MPH
Director, Pharmacoepidemiology
Regeneron, United States

Angelika Manthripragada is a Director in the Pharmacoepidemiology group in Global Patient Safety at Regeneron,

where she leads the epidemiological strategy and support in the areas of Neurology/Pain and Ophthalmology. Prior

to joining Regeneron, she worked in the observational research group at Amgen, and the Office of Surveillance and

Epidemiology at CDER, FDA. Angelika received her doctorate in Epidemiology from UCLA, and her MPH from Emory

University.

Post-Approval Pregnancy Safety Study: Lessons

Learned from a Decade of Experience

Hu Li, MD, PhD
Sr. Director, Real-World Evidence
Gilead Science Inc., United States

Speaker

Nicole Kellier-Steele, PhD, MPH
Senior Director - Global Patient Safety
Eli Lilly and Company, United States

Nicole Kellier-Steele is a Senior Director in the Global Patient Safety group at Eli Lilly and Company. Nicole has

expertise in epidemiological methods and has worked in the Lilly Global Patient Safety group for over 12 years.

Nicole received her PhD from Florida International University and her MPH in Epidemiology from George Washington

University. Her experience includes design, analysis, execution of non-interventional studies across multiple

therapeutic areas. Nicole supports cross-functional teams and provides epidemiological expertise to for regulatory

strategies and obligations for compounds in development, new product launches and marketed products.
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Day 6 Feb 08, 2023

7:00 AM — 12:00 PM

Conference Registration

7:00 AM — 8:00 AM

Networking Breakfast in the Exhibit Hall

8:00 AM — 9:30 AM

Session 11: Pregnancy and Lactation: How Are we Going to

Get Useful Data?

This session will provide the audience with a review of the latest information and initiatives in understanding the safety

and efficacy of drug use in pregnancy and lactation. We will discuss update on the ConcePTION project and a description

of the various workstreams that are ongoing. We will also present what the PRGLAC group developed and discuss

upcoming work related to pregnancy and lactation. Additionally, the work and solutions that TransCelerate has been

working on will be discussed and reviewed. Lastly, we will identify innovative ideas for gathering data that were

stimulated by the COVID-19 pandemic.

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

Describe the ConcePTION workstreams and how they will aid in pregnancy and lactation data generation

Explain the recommendations by the PRGLAC task force and how they are being implemented

Recognize the Interpretation of Pharmacovigilance Guidance & Regulations Solutions from TransCelerate and how it

can aid pharmaceutical companies

Session Chair(s)

Susan Kindig, JD, MD
Executive Director, Medical & Drug Safety
Halozyme, United States

Susan currently leads the patient safety department at Halozyme and supports both the medical and regulatory

functions there since March, 2022. Prior to joining Halozyme, Susan spent 10 years working in Global Patient Safety at

Eli Lilly. She used her clinical experience as an OB/GYN while in pharma to aid in the initial stages of the ConcePTION project, as a working

group member for PRGLAC, and most recently on a pregnancy-related TransCelerate project. Susan earned her MD from Indiana University

and her JD from Indiana University School of Law – Indianapolis.
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Speaker(s)

Maternal and Fetal Health Initiatives: IMI ConcePTION

and TransCelerate Pregnancy and Breastfeeding Group

Amalia Alexe
Policy and Liaison Lead, QPPV Office
Advanced Accelerator Applications, A Novartis Company, Switzerland

Amalia is a Clinical Pharmacist, with ten years`experience in PV, with a passion for safety in pregnancy. She has completed her second MSc

under EU2P program, with the Thesis: ‘Is my treatment harming my baby?`- a critical appraisal of a patient`s journey through pregnancy

safety data available publicly. Amalia is currently enrolled in a PhD in PV, focusing her research on safety in pregnancy. Amalia is a member

of IMI ConcePTION and is co-leading the development of the ConcePTION pregnancy & breastfeeding information exchange app. She is also

the TransCelerate Topic Lead for the IGR PV Topic: Regulations Governing the Use of Medicines in Pregnancy & Breastfeeding. Amalia is

currently a Policy & Liaison Lead in the QPPV Office of Novartis

An Update on the Task Force on Research Specific to

Pregnant Women and Lactating Women (PRGLAC)

Aaron Pawlyk, PhD
Chief, Obstetric and Pediatric Pharmacology and Therapeutics Branch
NIH/NICHD, United States

Dr. Aaron Pawlyk is the Chief of the Obstetric and Pediatric Pharmacology and Therapeutics Branch at the Eunice Kennedy Shriver National

Institute of Child Health and Human Development (NICHD). Dr. Pawlyk is a pharmacologist with decades of leadership experience in drug

discovery and pre-clinical development, pharmacogenomics, and mathematical modeling across multiple therapeutic areas. Under his

leadership, the OPPT Branch aims to assure that there are safe and effective therapeutics for children and pregnant and lactating women

and that these medications are used optimally according to individual needs. Before joining the NIH, he held multiple positions in the

pharmaceutical sector.

9:30 AM — 11:00 AM

Round Table Discussion Covering Special Topics and

Considerations: Can We Have an Inclusive Approach to

Clinical Trials and Pharmacovigilance?

Special populations have different safety considerations and are often underrepresented in clinical trials. This leads to

challenges with adverse events reporting, safety profile characterization and statistical analysis which ultimately poses

challenges in interpretation of data from clinical trials. In this session, we will discuss specific considerations and

challenges with regards in rare disease, advanced therapies, and the transgender population. We will also discuss

strategies and considerations for reaching the minority population to ensure more representative clinical trials.

Learning Objective :



Engage in an active dialogue with experts on special topics in rare disease, advanced therapies, and the transgender

population

Discuss challenges with reaching the minority population and barriers for enrollment in clinical trials

Recognize the need for a more inclusive approach within the drug development lifecycle

Identify potential approaches to address safety challenges

Session Chair(s)

Mengchun Li, MD, MPA
Senior Director, Clinical Research, Infectious Disease
Merck & Co., Inc., United States

Dr. Mengchun Li is the Director of Pharmacovigilance at TB Alliance. In this position, Dr. Li chairs

the multidisciplinary safety management team for all compounds and is responsible for clinical

safety and pharmacovigilance. Prior to this, Dr. Li worked at Janssen Pharmaceutical company (J&J), both in China

and in the US, as a Study Responsible Physician in both Clinical Development and Medical Affairs. Dr. Li is now co-

leading the DIA-ASA (American Statistical Association) joint safety working group fostering interdisciplinary

collaboration to improve safety evaluation in drug development. Dr. Li received her MD from China Medical

University and her Master of Public Administration from Columbia University.

Speaker(s)

Speaker

Cameron Zimmermann, MBA
Director
Kite Safety and Pharmacovigilance, United States

Father of 2, runner and very fortunate to serve patients with grievous illnesses. Seeking out positive environments to

continue to learn about drug development. Twenty plus years of patient safety experience with the hope of more to

come. Excited to spend time with colleagues, have fun and grow.

Speaker

Dyan Bryson
Global Strategic Solutions, Clinical Operations Lead, DEICT
Janssen R&D , United States

Dyan Bryson is a patient engagement strategist and has forged the way for the patient engagement space since

2007. After spending 20+ years in traditional sales, sales leadership and marketing at Merck and Ciba-Geigy (now

Novartis) Dyan has spent the last 15 years laser focused on patient engagement, patient advocacy, patient-centricity.

Dyan makes the life sciences industry talk of being patient centered very real. In the last 2 years Dyan has used this

patient centered lens to drive work in helping companies ensure diversity in clinical trials. She is currently working

with ICON to support Janssen to develop and implement diversity in clinical trials efforts.
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Speaker

Lauren Shinaberry, MS
Director, Clinical Data and Reporting Standards Function
AbbVie, United States

Lauren is AbbVie’s Director of Clinical Data & Reporting Standards, a global team that defines standards for data

collection through reporting. She has been an active volunteer in CDISC since 2004, most recently working with

CDISC to define standards for the collection of Sexual Orientation and Gender Identity (SOGI). In 2022, along with

AbbVie’s Office of Equity, Equality, Diversity & Inclusion she updated AbbVie’s standards for the collection of

demographics data to provide more diverse responses to race, ethnicity, and gender identity. Lauren holds an M.S.

degree in Mechanical Engineering and Biomechanics from The University of Toledo and has co-authored several

published articles on clinical data standards over her 25 year career.

Speaker

Kevin Freiert, MBA
Owner and Chief Executive Officer
Salem Oaks® Consulting, United States

Kevin is a seasoned drug developer with outstanding people skills. During his 30-year career with Pfizer, he held

many varied roles that have given him a broad and deep understanding of the Drug Discovery and Development

Process. During much of his career he educated colleagues and others about Pharmaceutical R&D, including

establishing and running Pfizer Research University. After retiring from Pfizer, Kevin started Salem Oaks® Our

purpose is to empower patients to shape the future of medicine® by providing education about Drug Discovery and

Development. He is also the VP and Board Member of Rare New England, a regional non-profit serving the rare

community. Kevin also hosts Improbable Developments, Raising Rare and LEMS Aware podcasts.

11:00 AM — 11:30 AM

Refreshment, Exhibits, and Networking Break

11:30 AM — 12:45 PM

Panel Discussion: Safety Practices in Small Pharmaceutical

Company Settings

Small and mid-sized pharma companies do not have the resources available to large pharma companies which can pose

challenges when attempting to meet various regulatory requirements. Implementation of the FDA’s Final Rule has been

one example. Under the auspices of the ASA Biopharmaceutical Working Group, a survey was conducted to identify the



unique challenges faced by smaller companies to comply with the Final Rule. This session will explore the results of this

survey and hear the FDA’s perspective of these concerns.

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

Recognize key concerns smaller companies have encountered with the FDA Final Rule

Describe the types of approaches smaller companies have implemented to deal with resource constraints

Discuss FDA’s perspective regarding the concerns of smaller pharma companies

Session Chair(s)

James Buchanan, PharmD
President
Covilance LLC, United States

After entering drug safety at Genentech, Dr. Buchanan created and led drug safety departments at

Gilead, Tularik and Nuvelo. He next served with BioSoteria as the head of the medical and safety

consulting group. Dr. Buchanan is currently president of Covilance, LLC, a drug safety consulting service. He is also a

co-chair for the American Statistical Association Biopharmaceutical Working Group and co-leads the task force

developing open-source interactive safety graphics.

Speaker(s)

Speaker

Jacqueline A. Corrigan-Curay, JD, MD
Principal Deputy Center Director, Center for Drug Evaluation and Research (CDER)
FDA, United States

Jacqueline Corrigan-Curay, JD, MD, serves as Principal Deputy Center Director in the Center for Drug Evaluation and

Research, FDA. Dr. Corrigan-Curay provides executive leadership on strategic initiatives that advance CDER's

mission to deliver safe, effective and high-quality medications including serving on executive governance

committees and overseeing policy development on real world evidence, prescription drug promotion, clinical trial

oversight and innovative trial design.

Speaker

Greg Ball, PhD
Owner and Consultant
ASAP Process Consulting, United States

Greg served in the Navy and taught HS math and physics before earning his MS in statistics from Purdue and PhD in

biostatistics from the University of Texas. His research on blinded safety monitoring procedures is being developed

in collaboration with statistical and clinical scientists at several pharmaceutical companies (including AbbVie and

Merck). He co-leads, with Mary Nilsson, the PhUSE Safety Analytics working group. Greg established, with Bill Wang,

the ASA Biopharm Safety Monitoring working group and has been pioneering the joint DIA-ASA Interdisciplinary

Safety Evaluation (DAISE) scientific working group, to advocate for aggregate safety assessments and cross-

disciplinary scientific engagement.



Speaker

Representative Invited
Merck & Co., Inc., United States

Dr. Mengchun Li is the Director of Pharmacovigilance at TB Alliance. In this position, Dr. Li chairs

the multidisciplinary safety management team for all compounds and is responsible for clinical safety and

pharmacovigilance. Prior to this, Dr. Li worked at Janssen Pharmaceutical company (J&J), both in China and in the

US, as a Study Responsible Physician in both Clinical Development and Medical Affairs. Dr. Li is now co-leading the

DIA-ASA (American Statistical Association) joint safety working group fostering interdisciplinary collaboration to

improve safety evaluation in drug development. Dr. Li received her MD from China Medical University and her Master

of Public Administration from Columbia University.

12:45 PM — 12:55 PM

Closing Remarks


