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Feb 13, 2023 11:30
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Print Agenda

Day 1 Feb 09, 2023

10:00 AM — 2:00 PM

Short Course: The Future of Documents: Deep-Dive into

Structured Content

Day 2 Feb 10, 2023

10:00 AM — 2:00 PM

Short Course: On the Road to an EU Filing: Getting Familiar

with Critical EMA IT Systems

Session Chair(s)

https://www.diaglobal.org/en/conference-listing/meetings/2023/02/regulatory-submissions-information-and-document-management-forum
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Michiel Stam
Director Regulatory Information Management
Qdossier - A Celegence Company, Netherlands

Michiel has 15 years of experience in Regulatory Affairs and Information Management. He provides

strategic direction and subject matter expertise for implementation of Regulatory Information

Management (RIM) solutions. His focus goes beyond compliance, Michiel specializes in unlocking the true value of an

organization’s data – whilst taking advantage of initiatives such as XEVMPD, IDMP and SPOR. Through the alignment

of people, cross-functional processes, and tools, he has enabled efficient and sustainable data quality for a wide

range of customers.

Day 3 Feb 12, 2023

9:30 AM — 10:00 AM

Regulatory Content and Submission Primer Registration

10:00 AM — 5:00 PM

Regulatory Content and Submission Primer: Content from

Authoring to Archive

Day 4 Feb 13, 2023

11:30 AM — 5:25 PM

Forum Registration

1:00 PM — 1:25 PM



Welcoming Remarks and Presentation of the Excellence in

Service Award

Congratulations to our 2023 Excellence in Service Awardees!

Session Chair(s)

Venkatraman Balasubramanian, PhD, MBA
SVP and Global Head, Industry Solutions - Healthcare and Life Sciences
Orion Innovation, United States

V. “Bala” Balasubramanian is Senior Vice President and Global Head, Industry Solutions Group for

Healthcare and Life Sciences at Orion, a global digital transformation products, solutions and

services firm. Bala has over three decades of IT and digital transformation experience. Prior to Orion, Bala was the

President and CEO of Cabeus, a niche Life Sciences services firm where he was also responsible for vision and

strategy for a cloud platform called ReALM® to transform the regulatory value chain for Life Sciences. Bala

developed IT strategies and capabilities for Bristol-Myers Squibb, Roche, Aventis, Merrill Lynch, AT&T, Bell Atlantic

and IBM. Bala has his PhD and MBA from Rutgers University and MS in Computer Science from NJIT.

Mark A. Gray
Senior Project Manager, DSB, CBER
FDA, United States

Mark has over 30 years’ experience in Information Technology & Management. Mark began his

career developing commercial applications and has been working for FDA for over 30 years. Mark’s

FDA responsibilities have included software development and project management in CBER; Director of Applications

Development & Services in CDER; PDUFA IT Program Director; Director, Division of Data Management Services &

Solutions managing CDER’s electronic submission program, and ICH M8 (eCTD) Rapporteur. Mark has been with

CBER's data standards group since 2014, and his current responsibilities include representing CBER in the

development and implementation of international electronic submission standards.

Speaker(s)

Speaker

Ethan Chen, MBA, MS, PMP
Director, Division of Data Management Services and Solutions, OBI, OSP, CDER
FDA, United States

Ethan Chen provides overall leadership to CDER in streamlining electronic and traditional submissions and delivering

solutions to enable rapid adoption of emerging electronic data standards. Since joining the FDA in 2012, Mr. Chen

has led several critical initiatives as the CDER Informatics Architect, including Data Management and Business

Intelligence programs. While leading the CDER Division of Data Management Service and Solution, Ethan had

successfully implemented the eCTD electronic submission mandate in 2017 for NDAs, BLAs and ANDAs, and again in
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2018 for Commercial INDs and DMFs (excluding DMF Type III). Ethan has over 20-years’ experience in Data

Management, Enterprise Architecture, Solution Development and System Integration.

Speaker

Karen McCarthy Schau
Director, Risk-based Study Management
Vertex Pharmaceuticals, United States

Clinical Research/Clinical Management Professional with 24 years diversified experience across functional areas and

global regions with current focus in Clinical Operations Risk-based Quality Management business process

improvement and eClinical Systems deployment. Career includes greater than 9 years specializing in process

reengineering and eClinical system implementation for a large global CRO and 6 years helping companies deploy

solutions to streamline processes, improve productivity and operational efficiency, and better manage information

across CTMS, eTMF, Risk-Based Quality Management (RBQM), Investigator Portal, CRO Engagement and Clinical

Architecture.

Speaker

Stacy Tegan
Program Director
Transcelerate Biopharma Inc., United States

Stacy Tegan is a Program Director at TransCelerate Biopharma, Inc., a non-profit organization with a mission to

collaborate across the biopharmaceutical R&D community. In her current role she oversees projects to enable

information sharing and harmonization across the clinical development process. She has expertise in Regulatory

Operations, Clinical Development processes, and Project Management gain through 20+ years of experience working

for sponsor, consulting, technology, and nonprofit organizations in the pharmaceutical industry.

Speaker

Michiel Stam
Director Regulatory Information Management
Qdossier - A Celegence Company, Netherlands

Michiel has 15 years of experience in Regulatory Affairs and Information Management. He provides strategic direction

and subject matter expertise for implementation of Regulatory Information Management (RIM) solutions. His focus

goes beyond compliance, Michiel specializes in unlocking the true value of an organization’s data – whilst taking

advantage of initiatives such as XEVMPD, IDMP and SPOR. Through the alignment of people, cross-functional

processes, and tools, he has enabled efficient and sustainable data quality for a wide range of customers.

1:25 PM — 2:00 PM



Ballroom A-D

Session 1: Keynote Address

In a world that has faced significant scientific, regulatory, and ethical challenges due to the global pandemic, this session

will discuss the future of drug development, where the life sciences R&D industry is headed, and why. The keynote will

shine a spotlight on the rapid changes in science and technology, such as the convergence of biology and machine

learning, along with the increasing importance of real-world data for evidence generation. This session will also

emphasize the importance of the need for regulatory sciences and policy to adapt to these changes, the significance of

ethical discussions and how they impact our decision making for R&D and highlight the learnings from the pandemic and

how to implement these learnings into your own organization.

Track: General Session

Session Chair(s)

Stacy Tegan
Program Director
Transcelerate Biopharma Inc., United States

Stacy Tegan is a Program Director at TransCelerate Biopharma, Inc., a non-profit organization with

a mission to collaborate across the biopharmaceutical R&D community. In her current role she

oversees projects to enable information sharing and harmonization across the clinical development process. She has

expertise in Regulatory Operations, Clinical Development processes, and Project Management gain through 20+

years of experience working for sponsor, consulting, technology, and nonprofit organizations in the pharmaceutical

industry.

Speaker(s)

Speaker

Ulo Palm, MD, PhD, MBA
Chief Medical Officer
Vaxxinity, United States

Ulo is the Chief Medical Officer of Vaxxinity. He has 30 years of experience in pharmaceutical R&D in a range of

clinical, operational, and quality functions. He was recognized by CenterWatch as one of 20 innovators changing the

face of the clinical trials industry and by The Medicine Maker as one of the 100 most influential people in clinical trials

in 2015. Over the course of his career, Ulo has contributed to 30+ successful New Drug Applications (NDAs) in major

therapeutic areas and has led strategy development and implementation of new, groundbreaking technologies in

clinical research. Ulo earned his MD and PhD from the Free University of Berlin and a MBA from the AKAD University

of Applied Sciences in Rendsburg, Germany.

2:00 PM — 2:45 PM
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Refreshment and Networking Break in the Exhibit Hall

2:15 PM — 2:45 PM

Sponsored Session: Case Study hosted by Court Square

Group / Adlib Software: The “Easy” Button for eTMF

Classification: Using AI to Streamline Classification of

Clinical Trial Documents

A growing CRO recognized that the amount of time spent to ingest & categorize the documents from multiple clinical

sites over multiple trials significantly increased costs and project delays. As the number of trials expanded, the increase in

costs and delays became even more troubling. The problem was compounded by a dwindling number of CRAs who

possessed knowledge to classify these documents due to workforce changes. The CRO set out to find a solution to more

effectively utilize the people within the company.

Featured Topics:

The Challenges of classifying clinical trial documents

Separating comingled documents

Manual review

Renaming documents

Classification according to DIA eTMF reference model

Solution - Application of artificial Intelligence to:

Extract and assign relevant meta-data

Automatically classify the trial documents

Automate the filing of the trial documents to the appropriate locations within the eTMF structure

Results

Replace the manual effort (7-9 minutes per document) with AI automated process of less than five minutes to review

the entire results

Increased data quality

Helps to speed up trial completion

75% savings in time

Increase in the accuracy in the classification

Freed-up CRA resources to focus on other critical tasks

Track: Electronic Regulatory Submissions

Session Chair(s)
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Exhibitor Sponsored Events
United States

Speaker(s)

Sriram Parthasarathy
Chief Product Officer
Adlib Software, Canada

Keith Parent, MS
CEO
Court Square Group, United States

Keith founded and has led the IT & Life Science Strategy for Court Square since it's inception in

1995. Keith understands the intersection between IT and Quality within the Life Science industry

and continues to drive FDA Compliant IT Solutions.

2:45 PM — 4:00 PM

Session 2: FDA Plenary: PDUFA VII Information Technology

and Bioinformatics

During this session presenters will cover a variety of topics from the PDUFA reauthorization performance goals and

procedures fiscal years 2023 through 2027 goals letter section IV. Topics will include Digital Health Technology, Next

Generation of the Electronic Submissions Gateway, Update on Expanding and Enhancing Bioinformatics Support and

Data Standards Update.

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

Explain the information technology and regulatory review perspectives of digital health technology

Describe the detail that encompass the next generation of the electronic submissions gateway in the cloud

Discuss the initiatives that focus on expanding and enhancing bioinformatics support

List and explain selected key data standards initiatives in CDER and CBER

Track: General Session

Session Chair(s)



Ron Fitzmartin, PhD, MBA
Senior Informatics Advisor, Office of Regulatory Operations, CBER
FDA, United States

Ron Fitzmartin is Senior Informatics Advisor, Office of Regulatory Operations, Center for Biologics

Evaluation and Research, Food and Drug Administration. In this role Ron provides policy and

strategy consultation and support on a wide range of topics focused on electronic regulatory submissions and

standardized data. Some of Ron’s activities include: chair of the PDUFA VI information technology committee,

Regulatory Chair of the ICH M11 Expert Working Group on the standardized clinical protocol template, and chair of

the IDMP Working Group under the International Pharmaceutical Regulators Programme. Ron received a PhD in

statistics from the University of Maryland and MBA from University of New Haven.

Speaker(s)

Update on Identification of Medicinal Products

Ta-Jen Chen, MS
Project Management Officer, OSP, CDER
FDA, United States

Mr. Chen is a project management Officer at Office of Strategic Programs, CDER, US Food and Drug Administration,

where he is responsible for the development and implementation of electronic data standards for CDER regulatory

review. As an FDA delegate to ICH E2B Expert Working Group and ISO TC 215 WG 6, he has been actively

participating in the development of E2B (R3) Implementation guide, ISO/HL7 ICSR message standard, and the ISO

IDMP standards. TJ has more than 30 years of experience in program management and various data standards and

message standards areas. He worked for a pharmaceutical company before join FDA in 2005.

Digital Health Technology: Regulatory Review

Perspective

Andrew Potter, PhD
Mathematical Statistician, OB, OTS, CDER
FDA, United States

Andrew Potter is a mathematical statistician in the Division of Biometrics I at the Center for Drug Evaluation and

Research of the US Food and Drug Administration, supporting the review work in the Division of Psychiatry. He also

leads digital health technology initiatives in the Office of Biostatistics at CDER. His research interests include the use

of digital health technologies in clinical trials and the analysis of high-frequency outcome data. He is involved in FDA

working groups on this topic.

Digital Health Technology: IT Perspective

Mary Ann Slack
Director, Office of Strategic Programs, CDER
FDA, United States
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Ms. Slack has 30+ years extensive leadership and management experience in both the public and private sectors,

developing informatics strategy and implementing business solutions. She currently serves as Director of FDA CDER

Office of Strategic Programs, which plays a lead role in many of the Center’s strategic initiatives including decision

support, data standards, program analysis, IT, informatics and governance. Ms. Slack serves on several Boards and

Committees where she supports FDA’s needs and perspectives.

Update on Expanding and Enhancing Bioinformatics

Support

Christopher Joneckis, PhD
Associate Director for Review Management, CBER
FDA, United States

*Chris Joneckis currently serves as the and the Office Director For the Office of Regulatory Operations and Associate

Director for Review Management in the Center For Biologics Evaluation and Research (CBER) at FDA. In this

capacity, he Is the Center’s authoritative expert on review management, directing the review management staff and

providing leadership for review program activities for biologics, devices and combination products executed

throughout the offices of CBER. He is responsible for the development, implementation and oversight of several

CBER programs including policies, procedures and standards for review, data standards, information technology,

regulatory affairs, document control, regulatory database and regulatory business

Data Standards

Ray Wang, MBA, MS
Director, Data Standards Staff, OSP, CDER
FDA, United States

Ray Wang leads the Data Standards Staff within CDER’s Office of Strategic Programs. He is responsible for

managing a portfolio of initiatives that covers the program areas of Study Data, Product Quality Data, Postmarket

Data, Real-World Data, and data standards-related policy activities with the goal of driving greater consistency and

efficiency in submissions for regulatory review. Mr. Wang has a M.S in Technology Management, and an MBA from

University of Maryland.

4:10 PM — 5:00 PM

Session 3: FDA: Ask the Regulators

Dedicated to sharing the latest information on new guidance’s, this session will allow open discussion between the

audience and an esteemed panel of regulatory experts. This session provides attendees the opportunity to ask regulators

questions directly.

Please note: due to the high volume of questions, not all will be answered live at the forum

Track: General Session



Session Chair(s)

Ron Fitzmartin, PhD, MBA
Senior Informatics Advisor, Office of Regulatory Operations, CBER
FDA, United States

Ron Fitzmartin is Senior Informatics Advisor, Office of Regulatory Operations, Center for Biologics

Evaluation and Research, Food and Drug Administration. In this role Ron provides policy and

strategy consultation and support on a wide range of topics focused on electronic regulatory submissions and

standardized data. Some of Ron’s activities include: chair of the PDUFA VI information technology committee,

Regulatory Chair of the ICH M11 Expert Working Group on the standardized clinical protocol template, and chair of

the IDMP Working Group under the International Pharmaceutical Regulators Programme. Ron received a PhD in

statistics from the University of Maryland and MBA from University of New Haven.

Speaker(s)

Speaker

Mary Ann Slack
Director, Office of Strategic Programs, CDER
FDA, United States

Ms. Slack has 30+ years extensive leadership and management experience in both the public and private sectors,

developing informatics strategy and implementing business solutions. She currently serves as Director of FDA CDER

Office of Strategic Programs, which plays a lead role in many of the Center’s strategic initiatives including decision

support, data standards, program analysis, IT, informatics and governance. Ms. Slack serves on several Boards and

Committees where she supports FDA’s needs and perspectives.

Speaker

Andrew Potter, PhD
Mathematical Statistician, OB, OTS, CDER
FDA, United States

Andrew Potter is a mathematical statistician in the Division of Biometrics I at the Center for Drug Evaluation and

Research of the US Food and Drug Administration, supporting the review work in the Division of Psychiatry. He also

leads digital health technology initiatives in the Office of Biostatistics at CDER. His research interests include the use

of digital health technologies in clinical trials and the analysis of high-frequency outcome data. He is involved in FDA

working groups on this topic.

Speaker

Ta-Jen Chen, MS
Project Management Officer, OSP, CDER
FDA, United States
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Mr. Chen is a project management Officer at Office of Strategic Programs, CDER, US Food and Drug Administration,

where he is responsible for the development and implementation of electronic data standards for CDER regulatory

review. As an FDA delegate to ICH E2B Expert Working Group and ISO TC 215 WG 6, he has been actively

participating in the development of E2B (R3) Implementation guide, ISO/HL7 ICSR message standard, and the ISO

IDMP standards. TJ has more than 30 years of experience in program management and various data standards and

message standards areas. He worked for a pharmaceutical company before join FDA in 2005.

Speaker

Christopher Joneckis, PhD
Associate Director for Review Management, CBER
FDA, United States

*Chris Joneckis currently serves as the and the Office Director For the Office of Regulatory Operations and Associate

Director for Review Management in the Center For Biologics Evaluation and Research (CBER) at FDA. In this

capacity, he Is the Center’s authoritative expert on review management, directing the review management staff and

providing leadership for review program activities for biologics, devices and combination products executed

throughout the offices of CBER. He is responsible for the development, implementation and oversight of several

CBER programs including policies, procedures and standards for review, data standards, information technology,

regulatory affairs, document control, regulatory database and regulatory business

Speaker

Ray Wang, MBA, MS
Director, Data Standards Staff, OSP, CDER
FDA, United States

Ray Wang leads the Data Standards Staff within CDER’s Office of Strategic Programs. He is responsible for

managing a portfolio of initiatives that covers the program areas of Study Data, Product Quality Data, Postmarket

Data, Real-World Data, and data standards-related policy activities with the goal of driving greater consistency and

efficiency in submissions for regulatory review. Mr. Wang has a M.S in Technology Management, and an MBA from

University of Maryland.

5:00 PM — 6:00 PM

Networking Reception in the Exhibit Hall

Day 5 Feb 14, 2023

7:30 AM — 8:00 AM
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Networking Breakfast in the Exhibit Hall

7:30 AM — 5:30 PM

Registration

8:00 AM — 9:15 AM

Session 4: FDA Plenary: Electronic Submissions Update

Session 4: FDA Plenary

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

Prepare for eCTD v4.0

Identify content that may be submitted via CDER’s NextGen Portal

Describe benefits of PQ/CMC submission data standardization

Identify tops reasons a submission containing study data fails an eCTD validation

Track: General Session

Session Chair(s)

Jonathan Resnick, PMP
Project Management Officer, OBI, OSP, CDER
FDA, United States

Jonathan Resnick is a member of CDER’s Division of Data Management Services and Solutions,

with a focus on eCTD and has been with FDA for 12 years. Prior to joining FDA, Jonathan spent 18

years working in IT project management supporting federal and private sector clients.

Speaker(s)

Study Data Technical Rejection Criteria Update

Lina Cong, MS
Senior Health Informatics Officer, OBI, CDER
FDA, United States
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Lina Cong has medical and computer science background with over ten years of experience on study data standards

and study data submissions in FDA. She also has ten years of experience on clinical trial data analysis and clinical

data management within the pharmaceutical industry. 

Standardizing Quality Submissions and Assessments:

PQ/CMC and KASA

Norman Robert Schmuff, PhD
Associate Director for Science, OPMA, OPQ
FDA, United States

Norman R. Schmuff joined the FDA in 1990. For more than 20 years, he has participated in ICH as a member of

several Expert Working Groups. He was the Rapporteur for the M4 CTD (eCTD) – Quality Implementation Working

Group. He is involved in many FDA electronic submission initiatives, including the Pharmaceutical Quality/Chemistry,

Manufacturing, and Controls structured data project. He is also serves as a delegate to the International Organization

for Standardization's (ISO) Technical Committee (TC 215) on health informatics which deals with the IDMP standards.

Currently he is Associate Director in FDA’s Office of Process and Facilities in CDER. He has never served time in

prison.

CDER NextGen Portal

Seyoum Senay, MS
Supervisory Operations Research Analyst, CDER/OBI

FDA, United States

Mr. Senay is leading the FDA CDER mission-critical Informatics initiatives in support of human drug regulatory review

and approval process. Consistently demonstrated exemplary leadership and received FDA commissioner’s award for

leading Informatics modernization. Leveraging CDER NextGen Portal, successfully reduced regulatory overhead for

sponsors, research institute, academia, and small businesses. In addition, Mr. is the U.S Excellence in Government

Leadership Fellow (EIG) to solve national problems by driving innovation, inspiring employees, and delivering results.

Mr. Senay holds a master’s degree in Information Systems from The Johns Hopkins University and a Certified

Program Manager by the U.S Federal Acquisition Institute.

9:25 AM — 10:40 AM

Session 5: International Regulatory Authority Updates

Receive the latest updates from International Regulators about recent and future developments related to data standards,

analytics, electronic submissions, and Health Authority IT programs.

Track: General Session

Session Chair(s)



Tamei Elliott, MS
Senior Manager, Scientific Programs

DIA, United States

Tamei Elliott is the Senior Manager of Scientific Programs for the Americas Region at DIA. She is

responsible for identifying and prioritizing content areas and topics of importance to DIA

constituents, assessing the implications of important regulatory and health policy changes, and incorporating

appropriate content into the development and advancement of content for DIA conferences and courses. Prior to

DIA, Tamei worked as a Regulatory Affairs Specialist where she maintained a portfolio of INDs and protocols for

clients and was responsible for the preparation, tracking, and submission of regulatory documents to regulatory

health authorities. She has her master's degree in biotechnology and bachelor's degree in nutritional science.

Speaker(s)

Speaker

Shannon Laforce, MBA
Executive Director, Transformation and Business Informatics, RMOD, HPFB
Health Canada, Canada

Shannon Laforce joined Health Canada in 2018 as the Executive Director, Transformation and Business Informatics

within the Health Products and Food Branch. In her role she is responsible for providing leadership as it related to

the development and management of the Branch’s IT modernization and Regulatory Transparency agenda. Shannon

has demonstrated strengths and success in leading strategic business initiatives that encompass process re

engineering and automation, data standardization and Regulatory Transparency.

Speaker

Leonardo Nascimento Santos
Health Regulation Specialist, Office of Drug Products
ANVISA, The Brazilian Health Regulatory Agency, Brazil

Leonardo Santos is a pharmacist, PhD in Immunology from University of Bahia, Brazil. He is a health regulation

specialist from The Brazilian Health Regulatory Agency (ANVISA) since 2014. He worked with the evaluation of

Chemistry, Manufacturing, and Controls (CMC) of pharmaceuticals for post-approval changes. After spending almost

four years working with health control of pharmaceuticals, medical devices, food, and cosmetics importation in

different positions, he is now an assistant in the general Office of Drug Products leading the process of eCTD

implementation.

Virtual Speaker

Hilmar Hamann, PhD
Head of Information Management Division
European Medicines Agency, Netherlands
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Dr. Hilmar Hamann is the Head of Information Management at the European Medicines Agency where he focuses on

transforming technology capabilities for the Network of Regulatory Agencies in the EU and its stakeholders to

become an all-digital, efficient and data-driven Network of the future. Prior to joining EMA, from 2011 to 2020, he

served as the Director for Business Informatics at the U.S. Food and Drug Administration leading the transformation

of medicines regulatory data, advancing data analytics, and modernizing the scientific computational and

collaboration platforms that underpin operations.

10:40 AM — 11:15 PM

Refreshment and Networking Break in the Exhibit Hall

10:45 AM — 11:15 AM

Sponsored Session: Case Study hosted by Calyx: A Guide

to Bringing Regulatory Publishing In-House – Key

questions to ask

You think you are ready to start publishing your own submissions.

What are some of the most important things you should probably consider?

Clients have found that Key considerations include:

Cloud vs. On-premise

Scalability

Training

User Support

Technical Support

And of course

Features and functionality

This session will touch on each of these topics as we hope to help you with your search for a Publishing Solution.

Track: General Session

Session Chair(s)

Exhibitor Sponsored Events
United States
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Speaker(s)

Speaker

David Kalb
Technical Solutions Consultant
Calyx, United States

11:15 AM — 12:30 PM

Session 6 Track 1: Driving Performance from RIM

Most organizations implement a RIM technology to meet an operational or compliance need., tThis session will describe

how you can enhance your processes to drive ultimate performance from your RIM technology. While describing the road

to high performance, the speakers will provide clear examples of regulatory metrics that will demonstrate a high

performing RIM technology and how to make the most of country affiliates.

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

Identify KPI metrics to demonstrate RIM performance

Utilize the input from country affiliates to drive performance

Describe a valuable roadmap to high RIM performance

Track: Regulatory Informatics Business

Session Chair(s)

Jo English
Vice President, Regulatory Information Management
Calyx, United Kingdom

An established Regulatory Information Management expert with extensive skills and experience in

life sciences. As the VP of Regulatory Information Management at Calyx Jo is the operations lead

and the business owner for the Calyx RIM suite. The operations team are responsible for strategic consultancy and

delivery of services and solutions to facilitate our clients’ business using the Calyx RIM suite and other RIM

technologies. The operations team remit is to ensure that the Calyx RIM suite aligns with the changing regulatory

landscape and client needs and to provide strategic regulatory input into the software development lifecycle. As the

business owner Jo is responsible for the overall budget to align with Calyx fiscal requirements.

Speaker(s)

The Path to high RIM Program Performance
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Steve Gens, MS
Managing Partner
Gens & Associates Inc., United States

Steve Gens (MSOD) is the Managing Partner of Gens & Associates Inc., a global Life Science

benchmarking and advisory firm specializing in performance improvement, strategy, industry

analysis, benchmarking and organizational transition. His early career was spent at Johnson & Johnson in a variety of

management positions and then transitioned to consulting where he lead global Life Science consulting practices for

First Consulting Group and Booz Allen Hamilton. His organization is well known for their insightful industry

benchmarks and World Class RIM thought leadership. Steve has a Bachelor’s of Science in Business Computer

Science and a Master in Organizational Development and Performance.

Regulatory Metrics that Drive Performance

Patterson Shafer
Managing Director
FTI Consulting, Inc., United States

Pat Shafer is a Managing Director at FTI Consulting. He is responsible for delivering services, solutions and thought

leadership for pharmaceutical, biotech and medical device clients. He has over 30 years of experience solving

complex global challenges and helping clients achieve their strategic and operational objectives in the areas of

regulatory affairs and operations, quality, compliance, clinical operations, safety and surveillance, manufacturing,

supply chain, medical affairs and commercial compliance.

The Last Mile: Harnessing the Power of Country

Affiliate Offices to Achieve Global RIM Performance,

Quality, and Compliance

Kelly Hnat
Principal
K2 Consulting, United States

Kelly is a recognized industry leader in RIM and IDMP with nearly 30 years in the pharma industry, the last 16 focused

on Regulatory Affairs. She currently heads K2 Consulting, a specialty firm focused on Regulatory Affairs, has

previously held leadership positions in IT and Regulatory Operations/RIM at Wyeth, Pfizer, Shire and Teva. Kelly is

part of the Gens & Associates World Class RIM core reasearch team, has been actively involved in the EU

implementation of IDMP as a member of the SPOR Task Force and its PMS subteam, and currently the President of

IRISS Forum.

11:15 AM — 12:30 PM



Session 6 Track 2: Optimizing Regulatory Operations

Through the Application of Advanced Technologies

Responding to health authority queries and identifying, analyzing, and making regulatory intelligence actionable, are two

areas where human capital has been invested extensively to address needs that technology was historically unable to

address. However, we are beginning to see and understand how the use of advanced technologies can be leveraged to

optimize these and other business processes across the regulatory spectrum. Whether it is artificial intelligence (AI),

machine learning (ML), natural language processing (NLP), or other advanced technologies, attendees of this session will

leave with a better understanding of how these technologies can be utilized to transform how they conduct business

across the regulatory spectrum.

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

Identify how these technologies can be applied to impact functions and processes within Regulatory Affairs

Understand how AI and NLP can be used to enable users to respond to health authority questions accurately and

efficiently

Explain how regulatory intelligence can be utilized to support RIM processes and procedures during product life cycle

Track: Regulatory Informatics Technology

Session Chair(s)

Jake Doran
Head of Digital
MAPS Public Benefit Corporation (MAPS PBC), United States

Jake Doran is currently the Head of Digital @ MAPS Public Benefit Corporation. In this role, Jake is

responsible for overseeing the development and implementation of the digital and IT strategy as

the MPBC organization transitions from a clinical research startup to a commercial entity and industry pioneer. Prior

to joining MPBC, Jake was the Head of Global R&D IT at Bausch Health. Jake prides himself in being a biologist by

study and a technologist by trade and throughout his career has positioned himself at the intersection of science

and technology. Earlier in his career, Jake held positions of increasing responsibility at Genpact, Janssen

Pharmaceuticals and Schering Plough.

Speaker(s)

AI: Unstructured Content to Intelligent Analysis

Thomas P Kivlehan
Chief Data Officer
Docxonomy, United States

Mr. Kivlehan has been immersed in software product development and consulting services for nearly 26 years. He

earned a B.S. in Computer Engineering from Lehigh University and his focus is on drawing insight from enterprise

content. For over 10 years he was a self-employed entrepreneur. His work included customization of Documentum,

Sharepoint, imaging systems, mobile development and more. He has worked with customers in the Life Science,

Insurance, Financial, Packaging, Automotive, Petrochemical, Legal and Real Estate industries. In 2017 Mr. Kivlehan
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joined Docxonomy, helping to build its core text and content processing engine and is now Docxonomy's Chief Data

Officer.

Response To Question Biographer (RTQB)

Leslie Kitchen, BSN, RN
Senior Director Innovation and Information Management
Merck & Co., United States, United States

Leslie Kitchen is a Senior Director in the Innovation & Information Management organization at Merck. She joined

Merck in 2007 after a successful career as a cardiac nurse. She served in various roles across Safety and Regulatory

Affairs including Global Safety Operations, Process and Portfolio Management, Chief-of-Staff, and Business

Development, Sourcing, and Alliance Management. In her current role at Merck, she leads an Information &

Communication Management group focusing on developing and supporting innovative digital solutions to manage

information across Global Regulatory Affairs.

How Regulatory Intelligence empowers Regulatory

Information Management

Olaf Schoepke, PhD
Vice President, Regulatory Solutions
Instem, United Kingdom

Dr. Olaf Schoepke studied Computing Sciences in Germany and holds a PhD in Computer Architecture from Bath

University (UK). He is now the Director of Strategic Development at Samarind Ltd., having worked for

PricewaterhouseCoopers, advising pharmaceutical companies worldwide on document and submission management.

11:15 AM — 12:30 PM

Session 6 Track 3: Advancing Inspection Readiness

Through Data Driven Planning and Continuous Process

Improvement

Leveraging eTMF data to drive process optimization and Inspection Readiness; Learn how you can optimize your TMF

Management processes and eTMF system by analyzing data that you are likely already collecting. In this session we will

explore some of the reasons why maintaining an inspection ready TMF is so challenging and will explore ways in which

we can achieve better inspection readiness by improving processes and oversight through data and metrics driven

approaches. We will focus on operational and findings data analysis, to take the next step and leverage this analysis to

drive process improvements.

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



Understand the principle and challenges of inspection readiness and review new approaches to solving these

challenges through data extractions and clinical process modelling

Identify document types that are most problematic in your organization

Gain better understanding on TMF metrics and reporting/oversight

Track: Trial Master File Inspection Readiness and Electronic Document Management

Session Chair(s)

Jamie O'Keefe
Head, Clinical and Regulatory Services
Astrix Technology, Inc, United States

Mr. O’Keefe has over 18 years of R&D management and IT consulting expertise, working with both

top tier pharmaceutical firms, and early stage biotechs. Prior to joining Astrix, he led Business &

Technology Consulting at Just in Time GCP; he established and led the R&D Consulting Solutions practice for

Paragon Solutions/CGI Life Sciences, where he focused on helping drive adoption of business capabilities such as:

submissions management and archiving; IDMP; electronic management of Trial Master Files and investigator

interactions; and defining and implementing risk-based monitoring programs. He has over 20 years of business and

IT consulting experience, with the past 15 years focused in life sciences clinical and R&D.

Joanne Malia, MS, MSc
Director, Development Records Management
Regeneron Pharmaceuticals, United States

Joanne Malia is Director, Development Records Management at Regeneron Pharmaceuticals and

responsible for the TMF group and Clinical Archives and is the Business Process Owner for the

eTMF. Throughout her 25+ year career in life sciences she has worked for diagnostic, biotech, pharmaceutical

companies and CROs. She serves on the CDISC TMF Reference Model Steering Committee, on the organizing

committee for DIA’s Regulatory Information Document Submission Meeting and presents frequently at industry

conferences.

Speaker(s)

Driving Inspection Readiness Through eTMF Data

Paul Fenton, MBA
CEO
Montrium, Canada

Paul Fenton holds a degree in management from London Metropolitan University as well as an MBA in Technology

Management from the Université du Québec à Montréal. Paul has significant industry experience at a senior

management level in the development, deployment and management of computerized systems for use in regulated

clinical trials. He co-founded Montrium in 2005. He has worked on major clinical technology projects both in Europe

and North America and has a strong background in CDISC and ICH standards as well as in the integration of systems

and processes for clinical trials. He is a member of the TMF Reference Model Steering Committee and co-chair of the

eTMF Exchange Mechanism Standard.
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Analyzing TMF Quality Data to Drive Process

Improvement

Michael Agard, MS, RPh
Team Leader, Clinical Consulting US
NNIT, United States

Michael joined NNIT in 2021 and is managing the US clinical consultants at NNIT. Michael works with clients to

improve their clinical operations compliance and operational efficiency. He is working to increase the agility and

automation of clinical processes with several clients. Michael has worked at CGI, Paragon Solutions and Sanofi-

Aventis prior to joining NNIT. He has experience in Clinical Operations, Data Management, and Clinical Supply

Operations. Michael has a Masters in Leadership Development and a BS in Pharmacy.

11:15 AM — 12:30 PM

Session 6 Track 4: Submissions Are Data – Changing

Formats and Improving the Submission Process

Submission format changes are coming and are more like a database than a table of contents. The trend that started with

US FDA’s Module 1 and the HL7 RPS project is finally coming to life in eCTD 4.0. Meanwhile, EMA’s DADI initiative, the HL7

FHIR format, the Eurasian Economic Union’s submission format, and others, should make it easier to maintain submissions

and submission software.

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

Communicate trends in electronic regulatory submissions

Prepare for new submission requirements in Europe, Japan and elsewhere

Evaluate costs and benefits of upcoming agency format changes

Track: Electronic Regulatory Submissions

Session Chair(s)

Joel Finkle
Associate Director, Regulatory Information Management
BeiGene, United States

Joel became embroiled in electronic submissions when regulatory came downstairs and asked

"Can we convert all our reports into WordPerfect format for the FDA reviewer?" -- and he didn't

say "no." Since then, he's been involved with content management, custom CANDAs, PDF publishing, eCTD,

document template automation, Regulatory Information Management, HL7's RPS, and the ISO IDMP standard both as

a vendor/consultant and within biopharma companies.
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Speaker(s)

SPOR-DADI-ePI - The Future Starts Now and is on

FHIR

Frank Dickert
Senior Business Consultant
EXTEDO Gmbh, Germany

Frank Dickert started with an apprenticeship in the pharmaceutical industry and afterwards studied biochemistry

with a focus on bioinformatics and structural biochemistry. In 2011 he took an opportunity as a Regulatory Affairs

Specialist at a pharmaceutical company and was responsible for centralized, DCP/MRP and national procedures. In

2017 Frank joined EXTEDO’s Regulatory Competence Center and since then, he is consulting pharmaceutical

companies in regulatory business and eCTD submissions and IDMP worldwide. Furthermore, he is analyzing and

optimizing regulatory business processes and document lifecycles with or without software, resolving customer

support issues with different eSubmission tools, and offers regulatory consulting with

Journey to eCTD 4.0 Standard: Simplifying the Review

of Regulation

Sadia Ahmed
Product Manager, Regulatory Technology
IQVIA, United States

12:30 PM — 2:00 PM

Networking Luncheon in the Exhibit Hall

12:45 PM — 1:45 PM

Sponsored Lunch and Learn Session Hosted by Genpact:

How to Maximize Business Value and Improve Health

Outcomes with RIM Investments (Invite Only)

Regulatory information management (RIM) technology holds huge promise for streamlining regulatory submissions but

can exacerbate existing challenges of complex processes, incomplete data, and a siloed organization. New technology

alone does not solve data confidence and accessibility issues.
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So, what’s the solution? Join this session to learn about our experience and case studies in identifying improvement areas

in process, organization, technology, and data solutions that will maximize value from RIM investments. We’ll share

practical advice on how to:

Build momentum by prioritizing items with high-value return on investment and shorter delivery times

Improve data standards and compliance

Simplify processes with clear roles and responsibilities

Deliver real-time access to information and reporting

Drive a culture ready for change and focused on improving patient health outcomes

Adapting RIM functionality and maximizing user adoption to get the best ROI on your RIM investment

Session Chair(s)

Exhibitor Sponsored Events
United States

Speaker(s)

Speaker

Robert Baldry
Digital and Data Lead, Regulatory Affairs
Genpact, United States

Robert Baldry leads Genpact's Data and RIM migration practice focused on projects to improve regulatory data

management through better technology, process and governance. Robert has over 15 years of experience

implementing new technologies to the pharmaceutical industry. Projects include xEVMPD and IDMP migration

projects. Enterprise wide multi-source legacy RIM to cloud based RIM system implmentations. Global data

remediation and migration programs as well as paper to digital transformation projects. Robert studied business and

technology at the University of Wolverhampton, United Kingdom and InHolland University of Applied Sciences, the

Netherlands

Speaker

Samantha Chalkley
Global Regulatory Affairs Operating Leader
Genpact, United States

2:00 PM — 3:15 PM



Session 7 Track 1: New Developments in RIM Reference

Model

DIA RIM-WG sub team on RIM Reference Model has been working on establishing a process-centric reference model for

quite some time. In this session, the team will present a simpler (object-centric) version of the model. The primary

objective of the latest update is to make the model easy to understand, adopt and implement by sponsors, vendors, and

system integrators alike. A sponsor will also provide updates on ongoing work related to their product hub use

case/application, leveraging elements of the RIM Reference Model. We will also discuss a case study of where the RIM

reference model is aligning and helping to shape the creation of a large initiative to share RIM data not only within

regulatory but to other departments as well. The case study will discuss elements such as data security, governance,

quality, and self-service reporting. Updates on other related activities including RIM whitepaper (V3) and collaboration

with other organizations and initiatives (Pistoia & Accumulus) will also be provided.

Learning Objective :

Understand updates to the RIM Reference Model

Make aware of new content in V 3.0 of RIM Whitepaper

Application of the RIM Reference model to create an integrated view of product data

Understand how the RIM reference model can be put to practical use for organizational data sharing and reporting

Track: Regulatory Informatics Business

Session Chair(s)

Vahe Ghahraman, PhD
Senior Director, Global Regulatory Operations Head
Apellis Pharmaceuticals, Inc. , United States

Vahé has over 20 years of global regulatory operations, project management and regulatory

technology experience, with special focus on regulatory information management, data

governance, business process optimization, regulatory intelligence, medical imaging, publishing and global

submissions strategy. Vahé has had various leading roles at Alexion, Takeda, Dyax, Millennium, Parexel, and Datafarm,

and has also been involved in consulting activities. He is currently heading the Global Regulatory Operation at

Apellis. Vahé is an active member of the DIA-RIMWG sub-team on RIM Reference Model.

Speaker(s)

Progress Report on RIM Reference Model and

Applications

Venkatraman Balasubramanian, PhD, MBA
SVP and Global Head, Industry Solutions - Healthcare and Life Sciences
Orion Innovation, United States

V. “Bala” Balasubramanian is Senior Vice President and Global Head, Industry Solutions Group for Healthcare and

Life Sciences at Orion, a global digital transformation products, solutions and services firm. Bala has over three

decades of IT and digital transformation experience. Prior to Orion, Bala was the President and CEO of Cabeus, a



niche Life Sciences services firm where he was also responsible for vision and strategy for a cloud platform called

ReALM® to transform the regulatory value chain for Life Sciences. Bala developed IT strategies and capabilities for

Bristol-Myers Squibb, Roche, Aventis, Merrill Lynch, AT&T, Bell Atlantic and IBM. Bala has his PhD and MBA from

Rutgers University and MS in Computer Science from NJIT.

Speaker

Donald Palmer, MA
Senior Regulatory Affairs Director; Business & Technology Transformation
IQVIA, Inc., United States

As the Senior Regulatory Affairs Director for Business & Technology Transformation, Donald works with the

Regulatory Affairs and Drug Development Solutions (RADDS) team at IQVIA to add and update technology solutions

to RADDS's business processes. His experience bridges the business and technology divide that spans Regulatory

submissions, document management, and Regulatory Information Management, especially as they integrate with

other departments and systems. Having worked in several organizations of different sizes, he provides perspectives

from sponsors, vendors and now CROs. He is a strong proponent of standards and data governance.

Speaker

John Jones, MBA
CEO
Entitech Solutions, United States

John Jones is the Founder and CEO of Entitech Solutions, a system integrator focused on developing innovative

technology solutions for unmet business needs in Life Sciences. John has more than 25 years experience in

developing and delivering IT Solutions for various companies, and has extensive experience in the clinical, regulatory,

and commercial areas. His technical specialties include: enterprise architecture planning and definition, long-term

technology strategy development, knowledge and content management, information architecture and metadata

definition, structured component authoring and data integration/business intelligence platform implementation

Speaker

Donna Yosua
Director, InforMaster Data Management & Data Governance
Merck & Co., Inc, United States

Donna Yosua leads the Merck Data Harmonization & Interoperability project which includes the implementation of a

regulatory data hub and canonical data model with reusable data publications, and the corresponding regulatory

data governance framework. Donna is a seasoned Life Sciences Strategist/Business Architect and an expert in

Regulatory Information Management with 25 years of experience guiding organizations toward improved business

performance by leading the development and deployment of new strategies, processes, and enabling technologies.

She has global experience in the pharmaceutical, technology development, and consulting industries.
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Speaker

Patterson Shafer
Managing Director
FTI Consulting, Inc., United States

Pat Shafer is a Managing Director at FTI Consulting. He is responsible for delivering services, solutions and thought

leadership for pharmaceutical, biotech and medical device clients. He has over 30 years of experience solving

complex global challenges and helping clients achieve their strategic and operational objectives in the areas of

regulatory affairs and operations, quality, compliance, clinical operations, safety and surveillance, manufacturing,

supply chain, medical affairs and commercial compliance.

2:00 PM — 3:15 PM

Session 7 Track 2: Is it Time to Streamline Your Processes

with Structured Content Management?

Structured Content Management (SCM) is once again gaining traction as a technical solution to streamline content

authoring and re-use of critical product information. The current standard processes for document management are no

longer sufficient for streamlining submissions or able to support the level of content management, collaboration, and re-

use that is possible with the transition from documents to data.

This session will focus on practicalities and benefits of SCM, including:

The benefits of transitioning from documents to data-centric processes

Practical use cases and key success factors for SCM

Mindset shifts and organizational readiness

Industry case studies in Regulatory and Pharmacovigilance document authoring

Learning Objective :

Describe the differences between document-based authoring and component-based authoring to understand the

value of managing content at the component level

Discuss how the industry uses SCM to streamline their pharmacovigilance and regulatory document authoring and

content approval processes

Increase understanding of approaches to automating reuse of content

Increase understanding of how SCM fits within the larger tech ecosystem

Track: Regulatory Informatics Technology

Session Chair(s)

Katherine Novak, MS
Senior Advisory Consultant, Life Sciences
NNIT, United States
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Katherine Novak provides experience as a Business Analyst across the full drug product lifecycle, including Clinical

Research, Regulatory Operations, Regulatory Information Management, Pharmacovigilance, and large-scale

Manufacturing. She obtained her MS degree from Georgetown University in Clinical and Translational Research,

where she focused on large-scale meta-analyses as a basis for clinical trials. With over four years of experience in the

life science industry, Katherine supports clients in system implementation, process development, and data quality.

Her passion is in data standard harmonization, specifically Regulatory data and optimization for Regulatory decision-

making.

Speaker(s)

Digital Transformation Empowered by Structured

Content and Collaborative Authoring

Neel Patel, MS
Principal Consultant
Red Nucleus, United States

Accelerating Submissions Through Data and Content

Reuse and Automation (SCM)

Jason Hirschhorn, MBA
Director
Point B, United States

Streamlining Pharmacovigilance and Regulatory

Document Authoring Using Structured Content

Management

Gary Colantonio, MBA, MS
Assoc. Dir, Regulatory Affairs
Merck, United States

Gary is an Associate Director responsible for Innovation and Information Management at Merck. His pharmaceutical

career spans over 20 years and includes roles as an Information Technology Manager, R&D Operations Lead and

Regulatory Affairs Program Manager for the integration of Regulatory content and data obtained through mergers

and acquisitions. He is an accomplished business technology professional with extensive experience managing digital

platforms and programs in global pharmaceutical environments. He holds a bachelor's degree in Computer Science

from Temple University and MS, Information Science and MBA degrees from Penn State University.

2:00 PM — 3:15 PM



Session 7 Track 3: Regulatory Submissions: Special

Requirements in Europe and China

This session will highlight regulatory submissions in Europe and China, and requirements that must be met to be

successful. The speakers will include examples to put these requirements into context, including discussing what is

essential in preparing and submitting to Europe and to China’s new electronic common technical document (eCTD)

specification. This session will acquaint attendees on the skills and procedures necessary for regulatory submissions in

these regions, including challenges and matters to consider.

Learning Objective :

Recognize key requirements in regulatory submissions in Europe and China

Describe how to meet those requirements within submissions

Formulate courses of action for your organization and next steps to prepare for successful submissions to these eCTD

regions

Interpretation on China eCTD technical requirements, specifications, and main characteristics

Practice the new eCTD 4.0 submission standard for Europe

Track: Trial Master File Inspection Readiness and Electronic Document Management

Session Chair(s)

Joanne Malia, MS, MSc
Director, Development Records Management
Regeneron Pharmaceuticals, United States

Joanne Malia is Director, Development Records Management at Regeneron Pharmaceuticals and

responsible for the TMF group and Clinical Archives and is the Business Process Owner for the

eTMF. Throughout her 25+ year career in life sciences she has worked for diagnostic, biotech, pharmaceutical

companies and CROs. She serves on the CDISC TMF Reference Model Steering Committee, on the organizing

committee for DIA’s Regulatory Information Document Submission Meeting and presents frequently at industry

conferences.

Speaker(s)

eCTD 4.0 Requirements for Europe

Gerhard Neurauter, DrSc
Head of Regulatory Competence Center
EXTEDO GmbH, Germany

Gerhard leads the Regulatory Competence Center at EXTEDO GmbH in Munich, Germany., which serves as the

backbone for EXTEDO’s regulatory competence and ensures the life sciences business operates compliant. Gerhard

is responsible for all aspects of regulatory intelligence at EXTEDO which includes eCTD, IDMP, PV, PP and supports

EXTEDO to explore new innovations and markets. With now more than 25 years of life sciences industry expertise, he

has a deep understanding of the underlying regulatory business processes of the pharmaceutical industry and the
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national competent authorities. Gerhard graduated in analytical chemistry at the Karl-Franzens-University of

Graz,Austria and holds a doctorate degree from the University of Regensburg,Germany.

Ready, Set, Go! Adapting and Adopting to the Recent

Regulatory Submission Announcements in China

Rob Labriola, MS
Exec. Director, Regulatory Operations
Garuda Therapeutics, United States

Rob oversees the Regulatory Operations services group at Synchrogenix, a Certara Company. His over 35 years-

experience in leadership positions of increasing responsibility managing high technology programs and initiatives,

include over 25 years expertise in Regulatory Operations. He was an early planner and adopter for the electronic

Common Technical Document (eCTD), having previously serving on Bio and PhRMA working groups for eCTD and

electronic submissions. Rob is a builder and leader of teams of all sizes, including past roles at Janssen, Millennium,

Sunovion, and Alexion. His submissions experience includes coordinating submissions for investigational and

marketing programs, and has been an operator, planner, gatekeeper and champion.

Sophia Huang
Executive Director
PharmaLex, Taiwan

2:00 PM — 3:15 PM

Session 7 Track 4: Pairing Strategic Vision With Innovation

To Support Regulatory Processes

This session will examine innovation using a wide lens. Artificial intelligence (AI), technology, and process improvements

will be studied as they relate to the submission process and will include a case study with the FDA. The panel will discuss

ways to automate tasks like content authoring, and how the implementation of AI can lead to fast and accurate

submissions. Ensuring innovation is explored comprehensively, this session will also review process improvements as

simple, budget-friendly solutions that can save teams tremendous time and cost. The session will also feature a case

study with the FDA, one that walks through using AI to solve problems efficiently, while reducing manual work.

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

Apply practical aspects of implementing content authoring automation for regulatory submission documents

Generate and implement process improvements that lead to streamlined submission processes

Identify problems where AI would be a feasible solution

Understand how to approach and engage teams with process changes



Track: Electronic Regulatory Submissions

Session Chair(s)

Sandra Krogulski, MA
Director, GRSO Innovation and Business Operations Lead
Bristol-Myers Squibb Company, United States

Sandy Krogulski is an experienced and solution oriented individual with over 10 years of submission

experience. Sandy joined BMS in 2018, working on global submissions and process evolution. In her

current role, Sandy is focusing on digitalization and automation of processes to improve submission strategy and

business operations.

Speaker(s)

FDA Technology Case Study: Leveraging AI and ML to

Verify Accuracy in Data Submitted for Regulatory

Review

Bryan Reynolds
CEO
Docxonomy, United States

Mr. Reynolds has over 30 years of experience as a successful entrepreneur, senior executive, and managing

consultant with core competencies focused on enterprise content management, mobility, business process

engineering, imaging, and records management. Currently, Mr. Reynolds is the Founder and CEO of Docxonomy. The

breadth of his knowledge includes the architectural design and development as well as project management of

numerous global, large-scale document/records management initiatives across multiple industries including

pharmaceutical, biotechnology, medical devices, financial services, insurance, healthcare, and the public sector.

FDA Technology Case Study: Leveraging AI and ML to

Verify Accuracy in Data Submitted for Regulatory

Review

Jason Cober, MPA
Lead Project Manager, OPDP, CDER
FDA, United States

Jason Cober is the Lead Project Manager in the FDA's Office of Prescription Drug Promotion. He leads OPDP's eCTD

outreach efforts and has 10 years experience with the Agency's eCTD specification and guidance development

process.
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Content Authoring Automation for Productivity Gains,

Improved Quality and Lesser Submission Delays

Siva Thiagarajan, MBA
Associate Partner
ZS Associates, United States

Siva has over 25 years of Life Sciences experience with almost 20 years in R&D. At ZS, Siva specialized in digitizing

Safety and Regulatory business processes. Siva’s expertise is in understanding the opportunities and challenges the

industry faces in the R&D value chain and drive innovation using digital levers such as data sciences, AI / ML,

mobility etc. In safety, Siva has experience leading PV operations including ISCR processing, aggregate report

authoring, QA function in safety etc. across various pharma companies for service provider organizations.

Igniting Innovation in Regulatory Operations

Kevin Tompkins, MBA
Executive Director, Regulatory Information & Submission Management
Bristol Myers Squibb, United States

Kevin Tompkins is the Executive Director, Regulatory Information and Submission Management at Bristol Myers

Squibb. He joined BMS in 2018 and has over 20 years of experience in different roles leading regulatory operations

teams. In his current role, Kevin is responsible for the strategic direction and delivery of regulatory submissions,

product data, and regulatory systems for BMS. He holds a B.S. in Information Systems and a M.B.A. from LaSalle

University.

3:15 PM — 4:15 PM

Refreshment and Networking Break in the Exhibit Hall

3:30 PM — 4:15 PM

Sponsored Session: Case Study hosted by IQVIA: Reduce

Time, Cost, and Risk, from Drug Discovery Through Post-

Registration

Reduce Time, Cost, and Risk, from Drug Discovery Through Post-Registration

Life sciences organizations are often strained by the demand of regulatory complexity and maintaining compliance in

different geographies. In addition, keeping up with the ever-changing regulatory landscape can be time-consuming and
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costly in the drug development continuum.

Learn how IQVIA’s Regulatory Affairs and Drug Development Solutions (RADDS) provides data-driven strategic drug

development and technology-enabled services to drive efficiency in regulatory affairs, operations, submissions, and

regulatory intelligence along the entire lifecycle of the product.

Featured Topics:

Regulatory strategy across the entire drug development continuum

Maximize early strategic advantages to enable operational efficiency

Enhance regulatory affairs from pre-registration to post-registration

Use AI/ML and regulatory intelligence tools to lower administrative burdens

Track: General Session

Session Chair(s)

Exhibitor Sponsored Events
United States

Speaker(s)

Instructor

Michelle Gyzen
Sr. Director, Strategic Solutions - Regulatory Affairs & Drug Development
IQVIA, United States

Instructor

Michel Francois Denarie, MBA
Senior Principal, Regulatory Affairs and Drug Development Solutions
IQVIA, United States

Michel Denarié is part of IQVIA’s Strategic Drug Development team, a group that helps emerging biopharma

companies around the world in their early clinical development and regulatory process with target product profiles,

clinical development plans, indication prioritization, and regulatory interactions. With 35 years of pharma industry

experience, his area of expertise covers all the legacy IMS data assets that can be leveraged world-wide to support

clinical development. Denarié earned an MBA from the Colgate Darden Graduate School of Business Administration

at the University of Virginia.

4:15 PM — 5:30 PM



Session 8 Track 1: IDMP Ontology: Semantic

Interoperability Throughout the Entire Medicinal Product

Lifecycle

This session will introduce the IDMP Ontology initiative of Bayer, Boehringer Ingelheim, GSK, J&J, Merck KGaA, Novartis

and Roche, coming together at Pistoia Alliance Pistoia Alliance’s IDMP Ontology project. It will provide an outline of the

implementation challenges of ISO IDMP standards at pharma companies and showcase how an ontology can help achieve

semantic interoperability of product data. The IDMP Ontology augments the existing conceptual models defined in ISO

IDMP standards, provides concise formal definitions and enables deep, semantic interoperability based on FAIR data

principles.

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

Understand the value of the standardized ISO IDMP Logical Model applying FAIR data principles and semantic web

technologies

Apply presented implementation guidelines to increase IDMP adoption success

Learn how to become a contributor that can shape further development of IDMP Ontology

Track: Regulatory Informatics Business

Session Chair(s)

Michiel Stam
Director Regulatory Information Management
Qdossier - A Celegence Company, Netherlands

Michiel has 15 years of experience in Regulatory Affairs and Information Management. He provides

strategic direction and subject matter expertise for implementation of Regulatory Information

Management (RIM) solutions. His focus goes beyond compliance, Michiel specializes in unlocking the true value of an

organization’s data – whilst taking advantage of initiatives such as XEVMPD, IDMP and SPOR. Through the alignment

of people, cross-functional processes, and tools, he has enabled efficient and sustainable data quality for a wide

range of customers.

Speaker(s)

Semantic Interoperability Throughout the Entire

Medicinal Product Lifecycle with IDMP Ontology

Rafail Kasapis, MSc
Seior Data Governance and Strategy Consultant
OSTHUS, Germany

Rafail is a Senior Data Strategy and Governance Consultant supporting companies of the Lifesciences and Healthcare

sector on their transformation to a data-driven organization. With his broad expertise in various functions, he has a

holistic approach putting data in the center of processes, technology, and people.
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A Data-Centric Implementation of IDMP in Regulatory

and Connected Functions with the IDMP Ontology

Heiner Oberkampf, PhD
Chief Executive Officer and Co-Founder
Accurids GmbH, Germany

Heiner Oberkampf is the CEO and Co-founder of ACCURIDS, which is a data registration software that helps pharma

companies in the implementation of IDMP standards through a federated product data graph. With a group of

pharma companies, he has initiated the IDMP Ontology project under the umbrella of the Pistoia Alliance to promote

a universal implementation of the IDMP standards in a collaborative manner.

Broader Industry Initiatives and Benefits of IDMP for

Pharma Companies

Sheila Elz, MA, MSc
Master Data Manager
Bayer, Germany

Sheila Elz grew up in Michigan, USA, and now lives in Germany. After a career as concert pianist, she acquired a BSc

in Nutritional Science and a MSc in Toxicology, specializing in biochemistry and statistical analysis. Sheila brings the

regulatory perspective to her current job as Master Data Manager at Bayer AG Pharmaceutical R&D. Her primary

focus is on cross-functional and global master and reference data management. She is co-leading two International

Organization for Standardization (ISO) teams of experts in the drafting of guidance for indications terminology

harmonization, and on building a logical data model for ISO Identification of Medicinal Products (IDMP) standards,

and is co-leading the Pistoia Alliance IDMP Ontology.

4:15 PM — 5:30 PM

Session 8 Track 2: Business Benefits and Insights Gained

from Regulatory Intelligent Automation Implementations

Session 8 Track 2: Business Benefits and Insights Gained from Regulatory Intelligent Automation Implementations

Learning Objective :

Identify how sponsor companies are reaping value from their intelligent automation initiatives in Regulatory

Differentiate between use cases that provide greater value from those that are not worth pursuing

Discuss approaches for implementing and scaling IA technologies and how to deal with challenges along the way

Propose ways sponsor companies can influence vendors collectively

Track: Regulatory Informatics Technology

Level: Intermediate



Session Chair(s)

Cary Smithson, MBA
Director Regulatory Solutions
Phlexglobal, A PharmaLex Company, United States

Cary Smithson is the Director of Regulatory Solutions at Phlexglobal, a PharmaLex company, and

has over 25 years of experience helping life science Regulatory, Clinical and Quality organizations

drive increased productivity, streamline information management and enhance regulatory compliance. Her areas of

expertise include regulated content and information management, regulatory information management, eTMF, GxP

quality / compliance, IT strategy, business process optimization, Agile and project / program management. Cary

leads the DIA RIM Intelligent Automation Topic Team, contributes to the RIM and EDM Reference Models and led the

development of the DIA GMP Quality Systems Reference Model.

Speaker(s)

Panelist

Catalina Rojas Fallas, PharmD, MSc
International Regulatory Team Lead
F. Hoffmann-La Roche Ltd, Switzerland

Catalina Rojas is a Doctor in Pharmacy with 17 years’ experience in International Regulatory Affairs (global and

affiliate roles). Before she has worked in quality control and assurance activities in manufacturing plants. She's

passionate about building highly-motivated teams and building successful, long-lasting connections with diverse

stakeholders. Catalina is currently the Regulatory co-lead for automation and is a core team member of a portfolio of

initiatives looking at speeding up the regulatory approvals and information lifecycle through technology and

infrastructure improvement.

Panelist

Francis Quinn
Regional Director, AMER Publishing
Pfizer, Inc., United States

Panelist

Chris Whalley
Director and Head of Global Regulatory Policy & Intelligence
Seagen Inc., United States

Chris Whalley brings 20 years of experience in biotechnology & healthcare operations and is currently Associate

Director of Regulatory Policy & Intelligence at Seagen Inc., a biopharmaceutical company focused on oncology

therapies. Prior to joining Seattle Genetics, Chris established & led the global healthcare & life sciences regulatory

program at Amazon Web Services, and he previously built regulatory & quality programs at Fred Hutchinson Cancer

Research Center, Amgen, and a number of pre-commercial biotech companies in the Seattle area.
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Session 8 Track 3: The Evolution of Documents to Digital –

New Solutions Using Emerging Technologies

Pharma and biotech companies share three critical business goals: scalability, getting safe and effective drugs to market

faster, and reducing risk. To achieve these goals, we need to reduce the time it takes to create, manage, and publish

content. This is an interactive session where leaders in protocol digitalization and analytics will discuss their experience in

the context of potential use cases and the required foundational work needed. In addition, the session will explore a

digital solution which allows anyone in the organization to perform contextual searches of global dossiers on file with a

Health Authority and provide the unique opportunity to drill down to specific details within each dossier.

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

Understand how digital tools can unlock true value of regulatory dossiers

Understand the key data needed to extract from historical protocol documents to enable you to achieve your analytic

objectives

Describe the next steps one can take on their journey to structured content

Track: Trial Master File Inspection Readiness and Electronic Document Management

Session Chair(s)

Karen McCarthy Schau
Director, Risk-based Study Management
Vertex Pharmaceuticals, United States

Clinical Research/Clinical Management Professional with 24 years diversified experience across

functional areas and global regions with current focus in Clinical Operations Risk-based Quality

Management business process improvement and eClinical Systems deployment. Career includes greater than 9 years

specializing in process reengineering and eClinical system implementation for a large global CRO and 6 years

helping companies deploy solutions to streamline processes, improve productivity and operational efficiency, and

better manage information across CTMS, eTMF, Risk-Based Quality Management (RBQM), Investigator Portal, CRO

Engagement and Clinical Architecture.

Speaker(s)

Component-Based Structured Content Management:

The Pharma Content Evolution

Regina Lynn Preciado
Sr. Director of Content Strategy Solutions
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Content Rules, Inc., United States

Regina Lynn Preciado is the Senior Director of Content Strategy Solutions at Content Rules. She leads content

strategy teams to help pharma and biotech organizations adopt structured content successfully. She has 25+ years

of experience in structured content strategy for pharma/biotech, med device, high tech, financial services, and

manufacturing. Regina is an industry expert in structured content authoring, component content management, and

content reuse and automation. She lives a dogspotting lifestyle.

Digital Protocols – The Foundation for Achieving Your

Clinical Design Objectives through AI and Predictive

Analytics

Will Bryant, MBA
Principal
Point B Consulting, United States

eCTD Viewing Analytics Case Study: Generating

Actionable Insights from Global Dossier Submission

Data

Jason Mattis, MBA, MSc
Director, Regulatory Affairs CMC
Johnson & Johnson, United States

4:15 PM — 5:30 PM

Session 8 Track 4: Submission Quality

This session covers submission quality both from an Industry and FDA perspective. Beginning at the document level, we

will outline how organizations can streamline their Word and PDF content preparation processes. We will also cover

common administrative and technical errors in regulatory submissions and how to avoid [and/or solve] them. Finally, an

overview of FDA’s regulatory submission processing will be provided, along with suggestions for Industry on how to

optimize submissions.

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

Assess their current content preparation processes and implement improvements in efficiency and quality

Recognize common electronic submission errors and identify tools and techniques to avoid and/or solve them

Describe FDA’s submission processing and identify practices that can be implemented to minimize potential issues

Track: Electronic Regulatory Submissions

Session Chair(s)



Daniel Offringa
Principal Consultant
eSub Solutions, United States

Dan Offringa has regulatory career spanning over thirty years. For the past 20+ years he has

worked in the electronic submissions field for both the FDA and industry, including guidance

promulgation, standards and process development, and system implementation. He is the owner of eSub Solutions,

an electronic publishing consultancy. He has been responsible for thousands of submissions to multiple regulatory

authorities. Dan holds a bachelor of science degree from Duke University.

Speaker(s)

How Automated Checking & Fixing of Word & PDF

Content Accelerates Achieving Submission Compliance

Geert Van Peteghem, MBA
CEO
DocShifter, Belgium

Geert Van Peteghem is above all a proud father of 3 children and 2 dogs. He is a full-time optimist and loves his e-

bike, Thai food and his wife. Not necessarily in that order. In 2014 he founded DocShifter to help solve document

conversion challenges in regulated enterprises. Before that, he managed a number of large IT companies in Northern

Europe.

Oops, I Made a Mistake! Common Mistakes, Errors and

Omissions- How to Avoid Them & What to do if You

Make One

Rachel Bombara
Regulatory Services Manager
Certara Synchrogenix, United States

Rachel Bombara is a Regulatory Services Manager at Certara Synchrogenix with over a decade of experience in

Regulatory Operations and helping clients achieve their submission goals. She has managed the submissions of a

variety of application types for different regions, from small amendments to large-scale original marketing

applications, as well as mentored and trained others in regulatory operations.

An Overview of FDA Submission Processing

Ethan Chen, MBA, MS, PMP
Director, Division of Data Management Services and Solutions, OBI, OSP, CDER
FDA, United States
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Ethan Chen provides overall leadership to CDER in streamlining electronic and traditional submissions and delivering

solutions to enable rapid adoption of emerging electronic data standards. Since joining the FDA in 2012, Mr. Chen

has led several critical initiatives as the CDER Informatics Architect, including Data Management and Business

Intelligence programs. While leading the CDER Division of Data Management Service and Solution, Ethan had

successfully implemented the eCTD electronic submission mandate in 2017 for NDAs, BLAs and ANDAs, and again in

2018 for Commercial INDs and DMFs (excluding DMF Type III). Ethan has over 20-years’ experience in Data

Management, Enterprise Architecture, Solution Development and System Integration.

5:30 PM — 6:00 PM

DIA EDM Structured Submission Reference Model Kick-off

Day 6 Feb 15, 2023

7:30 AM — 8:30 AM

Networking Breakfast in the Exhibit Hall

7:30 AM — 2:00 PM

Registration

8:30 AM — 9:45 AM

Session 9 Track 1: Regulatory 3.0 - A Data Driven

Perspective

In this session, we will present a case study that focuses on building a Data Governance framework from the ground up

and utilizing the IDMP standard as a backbone. The flexible design of this Data Governance framework enables the

organization to flex and pivot in response to the constantly changing regulatory requirements (e.g., IDMP requirements)

without disrupting the foundational components of their day-to-day business. This session will explore how a data driven

approach can unlock information, data, and digital tools to realize a Regulatory 3.0 operating environment.



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

Ability to define data driven strategies and activities and assess the impact to establishing these activities

Assess the change management communication and activities to support a data unification program in your

organization

Compare and contrast data initiatives based on sponsor examples and case studies

Track: Regulatory Informatics Business

Session Chair(s)

Jake Doran
Head of Digital
MAPS Public Benefit Corporation (MAPS PBC), United States

Jake Doran is currently the Head of Digital @ MAPS Public Benefit Corporation. In this role, Jake is

responsible for overseeing the development and implementation of the digital and IT strategy as

the MPBC organization transitions from a clinical research startup to a commercial entity and industry pioneer. Prior

to joining MPBC, Jake was the Head of Global R&D IT at Bausch Health. Jake prides himself in being a biologist by

study and a technologist by trade and throughout his career has positioned himself at the intersection of science

and technology. Earlier in his career, Jake held positions of increasing responsibility at Genpact, Janssen

Pharmaceuticals and Schering Plough.

Speaker(s)

Regulatory 3.0 - A Data Driven Perspective

Scott Cleve
Vice President Regulatory Operations Information and Compliance
Daiichi Sankyo, United States

Scott Cleve is currently the Vice president of Regulatory Operations and Compliance at bluebird bio where he leads

a team responsible for building and executing publishing, project management, RIM, and compliance activities to

support the regulatory organization. In his career he previously led Regulatory Operations teams at Boehringer

Ingelheim, AbbVie and Astellas. Scott’s focus is on developing his team, investigating technology to improve process

and compliance, and partnering within industry and vendors to improve standards, process and technology.

Speaker

Frits Stulp, MSc
Managing Director
Iperion Life Sciences Consultancy, Netherlands

Frits Stulp is Managing Director of Iperion a Deloitte business, with over 20 years of industry and consultancy

experience. In this role he leads a team of regulatory / IDMP experts active in various projects to deliver value to

both pharmaceutical companies as well as regulators. Frits is the IDMP topic group lead for the IRISS Forum and

heavily involved in the EU-SRS project for the Medicines Evaluation Board / European Medicines Agency as part of

SPOR landscape. Frits is also Chariman of the Board of CTADHL, involved in Transatlantic adoption of IDMP
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(www.ctadhl.org). Regarded as an SME on IDMP, he gladly shares his gained knowledge and experience in various

occasions around the globe.

Speaker

Matt Neal, MA
Senior Director, Regulatory Affairs Operations
Atara Biotherapuetics, United States

Matt Neal is an author and frequent keynote speaker. He joined Atara Biotherapeutics in 2019 as the Head of

Regulatory Operations. Prior to that, Matt was the Head of Product Management for the InSight Suite of Regulatory

Information Management Solutions at Parexel, Inc. and partnered with Microsoft. Before joining PAREXEL, Matt was a

Director of Regulatory & Safety Operations at Amgen, Inc. (2003-2016) and was one of the pioneering members of

the Regulatory Submissions Department for GlaxoSmithKline (1996-2003). Matt has been publishing and submitting

electronic dossiers to the FDA since 1996, and submitted the very first fully electronic NDA for GSK in 1999.

8:30 AM — 9:45 AM

Session 9 Track 2: Lessons Learned in Advancing Data

Based RIM and the Practical Application of Governance

Frameworks

As innovative technologies have become more accessible, most R&D and Regulatory Affairs departments are increasingly

focused on data platforms, digital transformation and data science as strategic imperatives. However approaching these

strategic imperatives can be complex and organizations will need a multi-faceted approach. This session will share

perspectives on ensuring the readiness of regulatory organizations, professional skills development, change management

and organizational transition. In addition, the session will dive deeper with a real-world business case study on moving

through integration of two large sized organizations to a harmonized platform with E2E business processes and

harmonized data. And, lastly, this session will review the role of data management and governance to enable greater data

sharing.

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

Evaluate impacts of Digital Transformation on the Regulatory workforce

Reference the approach of program management of a large, global implementation

Learn about establishing a trusted and true data management and governance framework

Track: Regulatory Informatics Technology

Session Chair(s)

Kristen Sauter, MBA



Director, Global Regulatory Informatics & Analytics
Takeda Pharmaceuticals, United States

Kristen has 20 years of experience helping life sciences clients create modern and innovative

regulatory practices and processes that leverage cutting-edge technology to satisfy both FDA

requirements and their bottom line. She has built and led global regulatory operations and project

management teams for top industry organizations using forward-facing strategy and business

systems. Her experience includes comprehensive knowledge of electronic submissions requirements, connections

into e-subs group, strong experience in pharmaceutical process and submission preparation through pre-market and

NDA stages of development, and strong exposure and awareness of post-marketing and international filings.

Katherine Novak, MS
Senior Advisory Consultant, Life Sciences
NNIT, United States

Katherine Novak provides experience as a Business Analyst across the full drug product lifecycle,

including Clinical Research, Regulatory Operations, Regulatory Information Management,

Pharmacovigilance, and large-scale Manufacturing. She obtained her MS degree from Georgetown University in

Clinical and Translational Research, where she focused on large-scale meta-analyses as a basis for clinical trials. With

over four years of experience in the life science industry, Katherine supports clients in system implementation,

process development, and data quality. Her passion is in data standard harmonization, specifically Regulatory data

and optimization for Regulatory decision-making.

Speaker(s)

Case Study: Takeda’s RIM Journey through Integration

and move to a New Platform

Margo Tyler-Mcwilliams
Associate Director, Regulatory Informatics and Analytics
Takeda Pharmaceutical Company Limited, United States

Margo Tyler-McWilliams is Associate Director, Global Regulatory Operations Informatics and Analytics at Takeda. She

has 19+ years of experience in life sciences and 10 years within Regulatory. Margo has experience across all stages of

drug development with expertise in Clinical Development, EU CTR, Global Submission Management, Regulatory

Information Management, Compliance, Data Governance, Pharmacovigilance, xEVMPD, IDMP and Automation. Her

interests are in interoperable data, process optimization and automation.

Trusted and True: The Role of Data Management and

Governance to Enable Greater Data Sharing

Maria Barhams Sagoua, MHA
Principal Industry Consultant
SAS, United States
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Maria is a Principal Consultant in SAS’s business development practice primarily working with Federal Health clients

like the U.S. Food and Drug Administration (FDA) and the National Institutes of Health (NIH). In this role, she focuses

on collaborating with government agencies on their journey toward enterprise and digital transformation. She has

nearly two decades of experience working in both the public and private sectors applying data, analytics, and public

health strategies to modernize FDA’s new drug regulatory review and drug safety processes; generate body of

evidence to revise clinical guidelines for risk stratification of a rare disease and improve the clinical management of

atrial fibrillation patients in primary care settings.

Enabling a Digital-Ready Workforce in Regulatory

Brian Williams
Advisory Managing Director, Life Sciences
KPMG, United States

Brian is a leader in KPMG’s Life Sciences Consulting practice, with a focus on Regulatory Affairs. He has extensive

experience helping clients improve efficiency and enable compliance by implementing process and technology

changes. His experience includes leading programs related to global RIM deployments, RA operating model and

process redesign, IDMP preparation, data cleansing/harmonization and adoption of emerging digital technologies.

8:30 AM — 9:45 AM

Session 9 Track 3: Using Automation to Replace Manual

Documentation Processing, Realize Resource Efficiencies,

and Gain Valuable Insights Into Your Data

Hear from companies that are using automation to process documentation, build submissions, and gain insights into data

without resource intensive manual processes. The session starts with a discussion of how to automate the creation of

regulatory and other company reports by leveraging existing technology, and explores how existing processes that use

either multiple manual tools or complex publishing solutions, can be streamlined. This is followed by a case study on

transforming the manual work performed during the regulatory submission build process using robotic process

automation to create hyperlinks, and thus realize substantial process efficiencies. Finally, see how valuable data already

being collected by companies can be leveraged to benefit human health. In utilizing natural language processing (NLP)

tools, these data repositories can be aggregated and crawled, and the full scope of the data can be mined and

understood.

Learning Objective :

Walk away with practical suggestions for improvement across all groups involved in the creation of reports

Identify process efficiencies that can be achieved through Robotic process automation

Recognize how NLP engine crawls existing data repositories to analyze data and provide insight, context, and meaning

Evaluate how to gain intelligent insights from aggregated data

Track: Trial Master File Inspection Readiness and Electronic Document Management



Session Chair(s)

Alison Buno, MBA
Sr. Director, Regulatory Submissions
Abbvie, Inc., United States

Alison is Sr. Director, Regulatory Affairs Submissions at AbbVie Inc. She has years of experience in

all aspects of regulatory operations including global submissions management and publishing, data

and document management systems, quality assurance, regulatory information management and system support.

Speaker(s)

How to Fully Automate the Creation of Your

Regulatory and other Company Reports

Paul Richard Ireland
VP Life Sciences
DocShifter, Belgium

Currently the VP of Life Sciences and Product Owner at DocShifter, Paul has over 20 years of experience in helping

to provide regulatory software and service solutions to Life Sciences organisations globally. Paul has practical

industry and commercial experience in delivering content authoring & rendering, Regulatory Information

Management, submission and report-level publishing, and electronic Document Management solutions.

Optimizing the Regulatory Submissions Process

through the use of Robotic Process Automation

Jennifer Dames
Director, RA Submission Management
Abbvie, United States

Jennifer Dames is Director, Regulatory Submissions at AbbVie. She has over 10 years experience in Regulatory.

Jennifer has experience with implementation of a Regulatory Information Management system, Document

Management, Submission Management, Publishing, and system support.

Natural Language Processing for Life Sciences

Jamie Morisco
Director of Client Success
Glemser Technologies, United States

Jamie is the Director of Client Success at Glemser Technologies. He advises clients on innovation strategies and

enterprise wide cloud technology transformations that save time, save money, increase compliance, and improve

quality. Jamie has deep technology, business transformation, and benefit realization, experience across the life
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science and healthcare industries. Jamie is a proven leader who has run large scale, multi-year enterprise

engagements across complex ecosystems.

8:30 AM — 9:45 AM

Session 9 Track 4: Dynamic Submission Planning - Plan,

Replan, and Execute

Don’t let traditional practices and legacy processes hold you back. The regulatory submission process is complex, time-

consuming and involves many participants. If your submission contains mistakes or inaccurate information, your product’s

future may be in jeopardy. The key to success is superb submission planning. During this session we will review the basics

of effective and timely submissions, the need for team collaboration, and the use of technology. The planning process

begins with regulatory strategy, identifying key components and deliverables required, including health authority

interactions, develop a project plan with sufficient detail to provide guidance to the submission team, while reaching the

goal. In this session we will provide best practice ideas for the techniques, tools and how to bring it all together in a plan

that gets it right the first time.

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

Recognize the value of effective planning

Identify ways to effectively manage resources and timelines

Describe and understand how team collaboration and an effective team strategy achieve submission goals

Track: Electronic Regulatory Submissions

Session Chair(s)

Rob Labriola, MS
Exec. Director, Regulatory Operations
Garuda Therapeutics, United States

Rob oversees the Regulatory Operations services group at Synchrogenix, a Certara Company. His

over 35 years-experience in leadership positions of increasing responsibility managing high

technology programs and initiatives, include over 25 years expertise in Regulatory Operations. He was an early

planner and adopter for the electronic Common Technical Document (eCTD), having previously serving on Bio and

PhRMA working groups for eCTD and electronic submissions. Rob is a builder and leader of teams of all sizes,

including past roles at Janssen, Millennium, Sunovion, and Alexion. His submissions experience includes coordinating

submissions for investigational and marketing programs, and has been an operator, planner, gatekeeper and

champion.

Speaker(s)
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The Art of Submission Planning: From Strategy to

Filing

Cassandra San Jose, MS, PMP, RAC
Director, Submission Planning and Resource Management
Biogen, United States

Tools for Successful Regulatory Submission Planning

and Management

Stephanie Hughes
Manager, Global Regulatory Affairs Solutions
Syneos Health, United States

16 years regulatory experience within the pharmaceutical industry including 4+ years in a consultancy environment.

Regulatory Submissions/Project Management support for pre-approval and post-marketing submissions worldwide.

Extensive eCTD submission experience, working with templates and troubleshooting document issues, ensuring

proper eCTD structure and life cycling within the needed timelines. Experience in creating SOPs, lean initiatives,

regulatory and/or publishing product system improvements. Cross-functional collaboration and facilitation of

submission planning activities working closely with CMC, clinical, non-clinical, medical writing, PV, commercial,

regulatory affairs and regulatory operations teams.

BLA/MAA Case Study and Lessons Learned

Adair Turner, MSc, RAC
Sr. Director, Head of Regulatory Affairs US
PharmaLex, United States

Adair has 20 years of experience in Regulatory Affairs and has worked for companies such as ImClone Systems and

Celgene where she led the planning, review, and delivery of high-quality regulatory submission dossiers in support of

the development and registration of anti-cancer compounds worldwide. At PharmaLex Adair leads a team of

Regulatory Affairs professionals and is accountable for the overall planning and management of Regulatory Affairs

resources to effectively support timely and quality submissions to Health Authorities (i.e., FDA, Canada, etc.). Adair

is experienced in defining, assessing, and improving processes and works closely with life sciences companies to

plan and manage successful Regulatory projects.

9:45 AM — 10:30 AM

Refreshment and Networking Break in the Exhibit Hall

10:00 AM — 10:30 AM
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Sponsored Session: Case Study hosted by ArisGlobal:

Revolutionize Management of Global Lifecycle Submissions

Revolutionize Management of Global Lifecycle Submissions

How life science companies are harnessing the power of ArisGlobal’s HQ Project module to improve strategic decision

making and save considerable time and effort.

Managing changes to a product that’s approved in dozens of countries is a major undertaking. Project management

functionality embedded in regulatory information management (RIMS) technology that centralizes change management

and routes the accepted changes globally with no wasted effort can dramatically improve internal processes, save time,

gain insights, and boost efficiency.

In this presentation, you’ll learn how life sciences companies are using ArisGlobal’s HQ project module to:

Centralize knowledge of regional submission changes and final submission package(s)

Efficiently develop, distribute, and manage core change submission packages such as variations across multiple

regions

Set triggers for submission deadlines, commitments and obligations using precision automation to keep your team on

schedule

Customize where and when workflows begin based on your organization’s preferred process and structure

Session Chair(s)

Exhibitor Sponsored Events
United States

Speaker(s)

Speaker

Laura Jones
Director Product - RIMS
Arisglobal, United States

Robin Schilling
Associate Director, Product Management
ArisGlobal, United States

10:30 AM — 11:45 AM



Session 10 Track 1: “Good RIM” – Key Considerations on

Establishing Comprehensive Data Readiness, Governance &

Quality Management

Regulatory Information Management System (RIMS) implementations are hard. However, RIM Systems are a critical

component for Regulatory organizations to manage global regulatory registrations and submission information. With the

increasing complexity of the data that is managed and shared, it is important to take a comprehensive approach to

ensure data readiness, migration and establishing a data governance and data quality framework. This session will include

going one-step beyond RIMS implementation and will outline novel approaches and methodologies for data cross-

functional data unification, especially from supply chain, R&D, and regulatory affairs, without direct system linkages.

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

Review key elements of establishing a Data Governance Program

Learn approaches to data unification and sustaining data unification without system integration

Understand the impact of implementing RIMS with poor data quality

Track: Regulatory Informatics Business

Session Chair(s)

Kristen Sauter, MBA
Director, Global Regulatory Informatics & Analytics
Takeda Pharmaceuticals, United States

Kristen has 20 years of experience helping life sciences clients create modern and innovative

regulatory practices and processes that leverage cutting-edge technology to satisfy both FDA

requirements and their bottom line. She has built and led global regulatory operations and project management

teams for top industry organizations using forward-facing strategy and business systems. Her experience includes

comprehensive knowledge of electronic submissions requirements, connections into e-subs group, strong

experience in pharmaceutical process and submission preparation through pre-market and NDA stages of

development, and strong exposure and awareness of post-marketing and international filings.

Cary Smithson, MBA
Director Regulatory Solutions
Phlexglobal, A PharmaLex Company, United States

Cary Smithson is the Director of Regulatory Solutions at Phlexglobal, a PharmaLex company, and

has over 25 years of experience helping life science Regulatory, Clinical and Quality organizations

drive increased productivity, streamline information management and enhance regulatory compliance. Her areas of

expertise include regulated content and information management, regulatory information management, eTMF, GxP

quality / compliance, IT strategy, business process optimization, Agile and project / program management. Cary

leads the DIA RIM Intelligent Automation Topic Team, contributes to the RIM and EDM Reference Models and led the

development of the DIA GMP Quality Systems Reference Model.
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Speaker(s)

Implementing RIM Governance

Olivier Hustin
Director, Regulatory Operations - Governance
Takeda Pharmaceuticals, United States

Novel Concepts to unify Cross Functional Data Silos

Stephen Blanchard, MS
IDMP Programme Lead
Johnson & Johnson Consumer Health, United Kingdom

Steve is Head of IDMP at J&J Consumer Health and is leading a cross-functional team for digital transformation to

deliver IDMP compliance. He has 27 years’ R&D experience with J&J spanning product development and Regulatory

Affairs leading multiple global projects across different categories including medicinal products, medical devices,

engineered and formulated products. He has worked in Germany, USA and UK. Steve’s interests include delivering

new solutions, data and technology strategy, working across functional areas.

Is Your Data Ready for RIMS?

Samuel Thompson
Managing Consultant
NNIT, United States

10:30 AM — 11:45 AM

Session 10 Track 2: Along the Path of Drug Approval; A

Hodgepodge of IDMP, EMA Support for SMEs, and ICH M11

CeSHarP

During this session, presenters will cover a variety of different topics. From a discussion on importance of semantics for

IDMP to the benefits of getting EMA’s SME support, and an overview of the ICH M11 Clinical electronic Structured

Harmonized Protocol (CeSHarP) initiative. These seemingly unrelated topics share one common goal; efficient, consistent,

and reliable exchange of information sponsors and regulators to promote innovation and development of new medicines.

Learning Objective :

Assess the impact of semantics on IDMP useability

Describe the latest developments on ICH M11 guideline, protocol template and technical specification



Describe the Standards Development Organization (SDO) engagement process to enable electronic information

exchange

Understand how US SMEs can benefit from the EMA SME status and what the advantages are

Track: Regulatory Informatics Technology

Session Chair(s)

Michiel Stam
Director Regulatory Information Management
Qdossier - A Celegence Company, Netherlands

Michiel has 15 years of experience in Regulatory Affairs and Information Management. He provides

strategic direction and subject matter expertise for implementation of Regulatory Information

Management (RIM) solutions. His focus goes beyond compliance, Michiel specializes in unlocking the true value of an

organization’s data – whilst taking advantage of initiatives such as XEVMPD, IDMP and SPOR. Through the alignment

of people, cross-functional processes, and tools, he has enabled efficient and sustainable data quality for a wide

range of customers.

Speaker(s)

EMA's Approach to Support Innovations Coming from

Small- and Medium Sized Enterprises

Matthias Sijtstra
Senior Regulatory Data Specialist
Qdossier, a Celegence company, Netherlands

Matthias works as a Senior Data Management Specialist for Qdossier, a Celegence company. The focus of his work is

Data Management, where he provides consultancy and subject matter expertise for implementation of Regulatory

Information Management (RIM) solutions and compliance projects (e.g. IDMP/DADI). In these projects, he is looking

to gain more for the client than just compliance, by engaging people, processes, and tools, he is working to improve

the client's data quality. Additionally, Matthias has experience in software development and validation in a highly

regulated environment.

IDMP is about semantics

Hans van Bruggen, MSc
CSO
Qdossier, a Celegence Company, Netherlands

Hans van Bruggen has been involved in the transition form paper to digitalized paper to data exchange to data

sharing. Key areas of expertise: lean regulatory documents, data capture right-first-time, and reuse rather then

recreate or copy. Hans has an MSc in Pharmaceutical Medicine from the University of Surrey and has worked within,

or for, the pharmaceutical industry for more than 30 years in Global or European Headquarters. Using that scientific
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background he brings together people, processes and tools, leading to lean interdisciplinary and international

processes.

ICH M11 Clinical electronic Structured Harmonized

Protocol (CeSHarP): Enabling Consistency and

Information Exchange

Vivian Combs, MS
Director of Scientific Communications
Eli Lilly and Company, United States

Vivian Combs is a full-time Process Owner within Eli Lilly and Company's Clinical Trial Foundations organization,

where she is focused on medical writing, content reuse, and automation. She recently completed her duties as the

rapporteur for the ICH M11 CESHarP (Clinical Electronic Structured Harmonized Protocol) Expert Working Group, and

previously led the TransCelerate workstream responsible for the development of the TransCelerate Clinical Template

Suite.

10:30 AM — 11:45 AM

Session 10 Track 3: How Innovative Collaboration Supports

Compliance Across the Regulatory Ecosystem

The way industry works with health authorities has not changed significantly since the introduction of electronic

submissions and has impacted communications and responsibilities across functions. This session will explore ways

sponsors can achieve both greater control and compliance as well as improving their way of working together with health

authorities to expand access to medicines.

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

Outline the collaborative benefits for compliance using a BDL solution

Explain how the organization can better collaborate with Health Authorities during the review process

Identify if their organization is ready to explore structure content authoring

Track: Trial Master File Inspection Readiness and Electronic Document Management

Session Chair(s)

Karen McCarthy Schau
Director, Risk-based Study Management
Vertex Pharmaceuticals, United States



Clinical Research/Clinical Management Professional with 24 years diversified experience across functional areas and

global regions with current focus in Clinical Operations Risk-based Quality Management business process

improvement and eClinical Systems deployment. Career includes greater than 9 years specializing in process

reengineering and eClinical system implementation for a large global CRO and 6 years helping companies deploy

solutions to streamline processes, improve productivity and operational efficiency, and better manage information

across CTMS, eTMF, Risk-Based Quality Management (RBQM), Investigator Portal, CRO Engagement and Clinical

Architecture.

Speaker(s)

Compliance through Collaboration Using a Single

Business Development Lifecycle Management Tool

Paul Cutajar, MA
Director, Innovation & Information Management
Merck & Co., Inc., United States

Paul Cutajar has over 22 years of experience in the pharmaceutical industry including 17 years in IT supporting such

varied areas as customer contract pricing, sales and CRM, customer master data, and the globalization of the Merck

Manuals website. With his most recent focus in regulatory and safety, Paul now serves as business owner of BDLM

used to manage business regulatory and pharmacovigilance commitments for partners and vendors. He also

supports other regulatory and safety teams' processes and systems, such as Policy Management. Paul has a master's

degree in Modern British Literature from Fordham University.

Preparing Your Organization for Transitioning a Digital

Dossier

Sarah Powell, RAC
President
Powell Regulatory Services, United States

Ms. Powell is the President of Powell Regulatory Services. Sarah has 30+ years of experience in pharmaceutical and

related regulated industries (Clinical, Quality Control, Regulatory Affairs and Regulatory Operations). In the past 19

years as a consultant, she has assisted clients with projects related to regulatory process improvements, standards

development, defining filing strategies and writing/review of submission content. She has extensive experience with

projects related to design and implementation of regulatory solutions including document management, submission

planning, publishing, and registration management. Sarah is a past executive at Chiron, First Consulting Group and

Liquent, and PAREXEL

Working with Health Authorities - The Art of the

Possible

Dominique Lagrave, PharmD
VP of Regulatory Innovation



White Oak (Lower Level)

Accumulus Synergy, United States

Dominique has over 25 years of International Regulatory Affairs experience with the last 20 years spent in Global

Regulatory Operations leadership role. Past experiences include work at Galderma, Novo Nordisk, Liquent-Parexel

and Dendreon. Dominique joined Accumulus as VP of Regulatory Innovation in early 2022 coming from Amgen

where he was heading Global Regulatory Operations. As part of his role at Accumulus, Dominique is supporting

global Accumulus platform adoption from Health Authorities and Biopharmaceutical organizations. Dominique is

also a Board Member of IRISS Forum since 2021 Dominique holds a Pharm D and a master’s in International

Regulatory Affairs from the University of Paris.

10:30 AM — 11:45 AM

Session 10 Track 4: Transformation in Submission

Management: Current Activities and Future Trends

The world of submission management is evolving. Beside specifications evolution and technology development, the

approval prioritization during the pandemic in utilizing rolling submissions, opened the view for transformation beyond

the normal evolution. This session will focus on exploring observed industry trends and the impact on submission content,

processes, and technology.

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

Understand key industry trends pushing transformative change related to submission management

Gain awareness to industry stakeholder experiences as it relates to the transition to eCTD 4.0 and international health

authorities’ submission review collaboration

Track: Electronic Regulatory Submissions

Session Chair(s)

Stacy Tegan
Program Director
Transcelerate Biopharma Inc., United States

Stacy Tegan is a Program Director at TransCelerate Biopharma, Inc., a non-profit organization with

a mission to collaborate across the biopharmaceutical R&D community. In her current role she

oversees projects to enable information sharing and harmonization across the clinical development process. She has

expertise in Regulatory Operations, Clinical Development processes, and Project Management gain through 20+

years of experience working for sponsor, consulting, technology, and nonprofit organizations in the pharmaceutical

industry.

Speaker(s)
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Experience Gained from the eCTD 4.0 US FDA Pilot

Teresa Martins
Senior Director, US Site Head Regulatory Submission Management
Bayer U.S. LLC, United States

Teresa joined Bayer in August 2009 and has held increasing levels of responsibility in Submission Management.

Currently, as Senior Director, Teresa drives strategic technology initiatives, compliance and submission activities for

the US region while operating within a global network. She began her career at Interleaf, Inc. building and supporting

electronic document management and publishing systems. This experience developed into further opportunities to

hold publishing responsibilities within Wyeth Consumer Health, Johnson & Johnson, Schering-Plough and other

companies. Teresa brings over 30 years of publishing experience and has a Bachelor of Science in Computer Science

from Muskingum University with specialization in Math and Chemistry.

A Conceptual Overview of Industry Trends and the

Impact on Submission Content, Process, and

Technology

Akira Yamaguchi, MBA
Chief Technical Officer
LORENZ Life Sciences Group, United States

After an international career in management consulting and information technology at Software AG and Comshare,

Akira Yamaguchi joined LORENZ Life Sciences in 1995. His initial role was software development in the field of

electronic submissions, achieved in 2001 with the release of docuBridge as a major company milestone. In 2003, Mr.

Yamaguchi became responsible for LORENZ' overall software product development. In his Project SME role, Mr.

Yamaguchi advises larger customer implementation projects. His current task is to develop the strategic directions of

LORENZ' software portfolio.

Cloud Based, Collaborative Review Across Multiple

National Agencies: Pilot Learnings & Future Impact

Shannon Laforce, MBA
Executive Director, Transformation and Business Informatics, RMOD, HPFB
Health Canada, Canada

Shannon Laforce joined Health Canada in 2018 as the Executive Director, Transformation and Business Informatics

within the Health Products and Food Branch. In her role she is responsible for providing leadership as it related to

the development and management of the Branch’s IT modernization and Regulatory Transparency agenda. Shannon

has demonstrated strengths and success in leading strategic business initiatives that encompass process re

engineering and automation, data standardization and Regulatory Transparency.

11:45 AM — 1:15 PM
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Networking Luncheon in the Exhibit Hall

1:15 PM — 2:00 PM

Session 11: FDA - Ask the Regulators

Dedicated to sharing the latest information on new guidance’s, this session will allow open discussion between the

audience and an esteemed panel of regulatory experts. This session provides attendees the opportunity to ask regulators

questions directly.

Please note: due to the high volume of questions, not all will be answered live at the forum

Track: General Session

Session Chair(s)

Ethan Chen, MBA, MS, PMP
Director, Division of Data Management Services and Solutions, OBI, OSP, CDER
FDA, United States

Ethan Chen provides overall leadership to CDER in streamlining electronic and traditional

submissions and delivering solutions to enable rapid adoption of emerging electronic data

standards. Since joining the FDA in 2012, Mr. Chen has led several critical initiatives as the CDER Informatics

Architect, including Data Management and Business Intelligence programs. While leading the CDER Division of Data

Management Service and Solution, Ethan had successfully implemented the eCTD electronic submission mandate in

2017 for NDAs, BLAs and ANDAs, and again in 2018 for Commercial INDs and DMFs (excluding DMF Type III). Ethan

has over 20-years’ experience in Data Management, Enterprise Architecture, Solution Development and System

Integration.

Speaker(s)

Speaker

Jonathan Resnick, PMP
Project Management Officer, OBI, OSP, CDER
FDA, United States

Jonathan Resnick is a member of CDER’s Division of Data Management Services and Solutions, with a focus on eCTD

and has been with FDA for 12 years. Prior to joining FDA, Jonathan spent 18 years working in IT project management

supporting federal and private sector clients.

Speaker



Lina Cong, MS
Senior Health Informatics Officer, OBI, CDER
FDA, United States

Lina Cong has medical and computer science background with over ten years of experience on

study data standards and study data submissions in FDA. She also has ten years of experience on

clinical trial data analysis and clinical data management within the pharmaceutical industry. 

Speaker

Norman Robert Schmuff, PhD
Associate Director for Science, OPMA, OPQ
FDA, United States

Norman R. Schmuff joined the FDA in 1990. For more than 20 years, he has participated in ICH as a member of

several Expert Working Groups. He was the Rapporteur for the M4 CTD (eCTD) – Quality Implementation Working

Group. He is involved in many FDA electronic submission initiatives, including the Pharmaceutical Quality/Chemistry,

Manufacturing, and Controls structured data project. He is also serves as a delegate to the International Organization

for Standardization's (ISO) Technical Committee (TC 215) on health informatics which deals with the IDMP standards.

Currently he is Associate Director in FDA’s Office of Process and Facilities in CDER. He has never served time in

prison.

Speaker

Seyoum Senay, MS
Supervisory Operations Research Analyst, CDER/OBI

FDA, United States

Mr. Senay is leading the FDA CDER mission-critical Informatics initiatives in support of human drug regulatory review

and approval process. Consistently demonstrated exemplary leadership and received FDA commissioner’s award for

leading Informatics modernization. Leveraging CDER NextGen Portal, successfully reduced regulatory overhead for

sponsors, research institute, academia, and small businesses. In addition, Mr. is the U.S Excellence in Government

Leadership Fellow (EIG) to solve national problems by driving innovation, inspiring employees, and delivering results.

Mr. Senay holds a master’s degree in Information Systems from The Johns Hopkins University and a Certified

Program Manager by the U.S Federal Acquisition Institute.

Speaker

Mark A. Gray
Senior Project Manager, DSB, CBER
FDA, United States

Mark has over 30 years’ experience in Information Technology & Management. Mark began his career developing

commercial applications and has been working for FDA for over 30 years. Mark’s FDA responsibilities have included

software development and project management in CBER; Director of Applications Development & Services in CDER;

PDUFA IT Program Director; Director, Division of Data Management Services & Solutions managing CDER’s

electronic submission program, and ICH M8 (eCTD) Rapporteur. Mark has been with CBER's data standards group



Ballroom E-H

since 2014, and his current responsibilities include representing CBER in the development and implementation of

international electronic submission standards.

Speaker

William Stevenson
Supervisory IT Specialist
FDA, United States

2:00 PM — 2:15 PM

Closing Remarks

2:15 PM — 2:15 PM

Forum Adjourns


