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Overview
Diagnostics are important for the detection and prevention of disease, 
determination of treatment effectiveness, and improvement in overall 
health outcomes. As diagnostics can be used to develop an individualized 
treatment plan or predict a toxicity associated with a particular 
therapeutic, they are intimately associated with the field of personalized 
medicine. The ability to enhance patient care using personalized medicines 
has prompted pharmaceutical companies to increase their interest in 
the targeted therapy space. In fact, over the past 6 years, personalized 
medicines have represented more than 20 percent of FDA’s newly 
approved therapeutic molecular entities. Additionally, the diagnostic 
landscape is changing, with the advent of novel technologies and 
sequencing methods, and an increased focus on the role of software and 
novel algorithms.

As development accelerates, we can expect a growing need for clarity 
regarding regulatory submissions. For example, the co-development of 
a companion diagnostic to identify patients that will benefit from a new 
innovative treatment may present a regulatory challenge for companies 
wanting to bring them to market simultaneously via an accelerated 
approval pathway. Also, the need for rapid development of reliable 
diagnostics may cause companies to continually turn to regulators about 
the data necessary for approval.

At the NEW 2021 DIA Diagnostics and Personalized Medicine Conference, 
we will have an open dialogue about the challenges and trends in the 
development of diagnostics and personalized medicines today. Attendees 
will receive industry and regulatory perspectives on pathways for approval 
in the US and globally, the impact of potential legislative and regulatory 
changes, overcoming challenges in development, lessons learned from the 
COVID-19 diagnostic experience, and utilizing the patient voice.
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Head of Global Regulatory, Precision Medicine & 
Digital Health
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Schedule At-A-Glance

DAY ONE | WEDNESDAY, DECEMBER 8

10:00-10:30AM Welcoming Remarks and Keynote Remarks from the Members of the House;  
   Personalized Medicine Caucasus 

10:30-11:45AM  Session 1: Optimizing Use of Personalized Medicine and Diagnostics for Patients

11:45AM-12:00PM Break

12:00-1:00PM  Session 2: Companion Diagnostics Beyond Oncology

1:00-1:45PM  Break

1:45-3:00PM   Session 3: Expediting Companion Diagnostics for Accelerated Therapies and  
   Beyond Breakthrough

3:00-3:15PM   Break

3:15-4:30PM  Session 4: Digital Health & Personalized Medicine

DAY TWO | THURSDAY, DECEMBER 8

10:00-11:15AM  Welcome to Day 2 and Session 5: Planning for the IVDR in Europe

11:15-11:30AM    Break

11:30AM-12:45PM Session 6: COVID Diagnostic Tests Lessons Learned

12:45-1:45PM  Break

1:45-2:45PM  Session 7: Global Developments & Potential Impact to Co-Development Strategies

2:45-3:15PM  Break

3:15-4:15PM  Session 8: The VALID Act

Sessions held in ET
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Learning Objectives 
At the conclusion of this activity, participants should be able to:

• Identify key concerns and challenges experienced by the patient community in the use of diagnostic tests and describe mechanisms to 
integrate patient centricity into their development

• Explain the challenges and opportunities for the codevelopment of companion diagnostics and novel therapies for the treatment of 
disease

• Discuss the current and future regulatory landscapes for the approval of diagnostics tests globally

• Explain the use of digital health technologies in personalized medicine, and discuss the challenges and recent successes in their 
development and approval

Continuing Education 
Drug Information Association (DIA) is accredited by the Accreditation Council for 
Pharmacy Education as a provider of continuing pharmacy education. This program 
is designated for up to 10.5 contact hours or 1.05 CEUs. Type of Activity: Knowledge

Continuing Education Credit Allocation:
December 8, Day 1: Diagnostics and Personalized Medicine Conference: 5.5 contact hours or .55 CEUs Type of Activity: Knowledge, 
0286-0000-21-088-L04-P

December 9, Day 2: Diagnostics and Personalized Medicine Conference: 5 contact hours or .5 CEUs Type of Activity: Knowledge, 
0286-0000-21-089-L04-P

DIA is required by the Accreditation Council for Pharmacy Education (ACPE) to report pharmacy-requested CEUs through the CPE 
Monitor system. All ACPE-certified activity credit requests need to be submitted through DIA’s My Transcript within 45-days post activity. 
If ACPE credit is not requested by Monday, January 24, 2022, the CEU request will not be transmitted through to the CPE Monitor. 
Pharmacists will need to provide their National Association of Boards of Pharmacy (NABP) e-Profile ID and date of birth (MMDD) to 
ensure the data is submitted to the ACPE and NABP properly. If you need to obtain your NABP e-Profile, please visit www.cpemonitor.net.

Continuing Education Credit and My Transcript
If you would like to receive a statement of credit for the days you attend the live virtual conference, you must virtually attend (in their 
entirety) one or both days of the conference, complete and return a CE Verification of Attendance Form (see instructions below), 
complete the post program evaluation and request CE credit online through My Transcript (see instructions below). Participants will be 
able to download a statement of credit upon successful submission of the credit request. My Transcript will be available for credit requests 
beginning Thursday, December 23, 2021.

If you are claiming ACPE credit for this event you must:

• Attend one or both days of the live virtual conference

• Complete a Verification of Attendance Form

• Send back to CE@DIAglobal.org by December 16, 2021

• Access your DIA account and select My Transcript to claim your ACPE credit, available on Thursday, December 23, 2021

ACPE CREDIT REQUESTS MUST BE 
SUBMITTED BY MONDAY,  
JANUARY 24, 2022

ACCESS PRESENTATIONS

• Visit DIAglobal.org
• Sign In with your DIA User ID and Password
• Select the Welcome Menu in the upper right hand corner 

(where your name appears)
• Select My Account from the menu

• Choose My Presentation

Please Note: DIA User ID and Password are needed to access presentations. If you 
have forgotten your DIA User ID and Password, or this is your first time logging 
into the DIA website, please use our Login Reminder. *Presentations will be 
available for six months post conference.

TO ACCESS MY TRANSCRIPT

• Visit DIAglobal.org

• Sign In with your DIA User ID and Password

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

• Select My Account from the menu

• Select My Transcripts then Manage My Transcripts

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

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

Disclosure statements are included with each speaker’s biographical sketch which can be found in the Know Before You Go email.

DAY ONE | WEDNESDAY, DECEMBER 8

10:00-10:30AM Welcoming Remarks and Keynote Remarks from the Members of the House;  
   Personalized Medicine Caucasus 

Session Chair
Megan Doyle, JD, MPH, Global Policy Lead, Digital Health, Diagnostics, and Combination Products 
Amgen 

Speaker
Courtney Granville, PhD, MPH, Global Associate Director, Research and Scientific Programs, Drug 
Information Association, Inc., United States

Keynote Speakers
Eric Swalwell, Congressman (D-CA), Congressional Personalized Medicine Caucus, Co-Chair, U.S. House 
of Representatives

Tom Emmer, Congressman (R-MN), Congressional Personalized Medicine Caucus, Co-Chair, U.S. House 
of Representatives

10:30-11:45AM  Session 1: Optimizing Use of Personalized Medicine and Diagnostics for Patients

Session Chair
Mark Stewart, PhD, Vice President, Science Policy, Friends of Cancer Research

Clinical diagnostics and biomarker discoveries are advancing rapidly and increasingly being utilized 
to direct patient care. The development of predictive biomarkers is complex and the non-systematic 
approach to biomarker development and oversight can lead to challenges for regulators, patients, and 
physicians. This session will discuss challenges including the need for appropriate standards to support 
the use of high-quality tests, awareness and education, and value and access to inform key opportunities 
to support the use of diagnostics and personalized medicine and improve patient care.

Learning Objective: 

• Identify key concerns and challenges experienced by the patient community
• Discuss ongoing efforts to address key challenges to facilitate the use of high-quality diagnostic tests
• Describe mechanisms to integrate patient centricity into the development of diagnostic tests

Speakers
Andrea Stern Ferris, MBA, President and CEO, LUNGevity Foundation

Carolyn Hiller, MBA, Program Director, Clinical Diagnostics, Medical Device Innovation Consortium 

Cynthia Bens, Senior Vice President, Public Policy, Personalized Medicine Coalition

Nicola Normanno, MD, Chief of the Cell Biology and Biotherapy-Unit, INT-Fondazione Pascale, Italy

11:45AM-12:00PM Break

Sessions held in ET
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12:00-1:00PM  Session 2: Companion Diagnostics Beyond Oncology
Session Chairs
Maria Orr, PhD, Head of Precision Medicine, Biopharmaceuticals, Astrazeneca, United Kingdom

Tiffany Levin, MPH, President, Association of Medical Diagnostic Manufacturers, Owner/President, 55th 
Parallel, LLC

Biological understanding of disease and technological advances in diagnostic testing have increased 
dramatically in recent years making possible huge advances that can drive the targeting of treatments to 
the patients most likely to benefit. While precision medicine has seen the biggest advances in oncology 
these developments will serve to facilitate the uptake of biomarker use and potential companion 
diagnostic development in disease areas outside oncology. Given this, our industry is faced with the 
exciting opportunities of advancing these precision medicines while navigating the challenges associated 
with implementing this in therapeutic indications where biomarker testing for treatment decision making 
is less well established. In this session we will look at the advances in precision medicine in some of these 
key therapeutic indications while discussing the opportunities and challenges we face in making this a 
reality. Specifically, the session will:

• Outline advances in precision medicine thinking in areas such as respiratory, immunology, and 
cardiovascular disease

• Discuss the current and future regulatory landscape for precision medicines in the non-oncology 
setting

• Discuss the opportunities and challenges of driving precision medicine in these settings
Learning Objective

• Describe the current state of precision medicine in key therapeutic areas
• Define the opportunities and challenges associated with driving precision medicine in disease areas 

outside of oncology
• Discuss the future regulatory landscape and expectations

Speaker
Scott D Patterson, PhD, Vice President, Biomarker Sciences, Gilead Sciences, Inc 

Elizabeth A. Mansfield, PhD, Vice President of Regulatory, Foundation Medicine

Lakshman Ramamurthy, PhD, Head of Global Regulatory, Precision Medicine and Digital Health, 
GlaxoSmithKline

Robert Schuck, PharmD, PhD, Deputy Director, Division of Translational and Precision Medicine, OCP, 

OTS, CDE FDA

1:00-1:45PM  Break

1:45-3:00PM   Session 3: Expediting Companion Diagnostics for Accelerated Therapies and  
   Beyond Breakthrough

Session Chairs
Megan Doyle, JD, MPH, Global Policy Lead, Digital Health, Diagnostics, and Combination Products, Amgen

Mark Stewart, PhD, Vice President, Science Policy, Friends of Cancer Research

In recent years, we’ve seen an explosion in the development of novel therapies targeting rare mutations 
or biomarkers, particularly in cancer. The unmet need for these treatments is high, and thus many of these 
therapies have been approved for marketing via expedited regulatory programs. Developing a companion 
diagnostic for these therapies is challenging given the expedited timeframe and the rarity of samples 
needed for development. This session will discuss this challenge and brainstorm potential solutions.

Learning Objective
• Discuss current challenges in developing companion diagnostics for rare biomarkers/diseases/

mutations
• Identify flexibilities that could be applied or options to consider addressing these challenges
• Discuss methods for advancing the development of companion diagnostics in areas of high unmet 

need
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Speakers
Jeff Allen, PhD, President and Chief Executive Officer, Friends of Cancer Research

Wendy Rubinstein, MD, PhD, FACP, Director, Personalized Medicine, OIR, CDRH, FDA

Anthony Sireci, MD, Vice President, Diagnostics Development and Medical Affairs Loxo Oncology at Lilly 

Ivana Silva, MBA, MPharm, Scientific Administrator, European Medicines Agency, Netherlands

3:00-3:15PM   Break

3:15-4:30PM  Session 4: Digital Health & Personalized Medicine

Session Chairs
Lakshman Ramamurthy, PhD, Head of Global Regulatory, Precision Medicine & Digital Health, 
GlaxoSmithKline Inc

Megan Doyle, JD, MPH, Global Policy Lead, Digital Health, Diagnostics, and Combination Products, 
Amgen

Recent advances in mobile technologies and digital health have enabled sensor-based technologies 
for objective, quantitative, remote, and continuous monitoring of health and disease. These devices not 
only provide the ability to measure much more detailed disease phenotypes than traditional clinical 
examination, but also provide the ability to follow patients longitudinally with much higher frequency 
than is possible through other means.

Learning Objective

• Discuss current challenges around the pathways and level of evidence to enable qualification of a 
novel digital measure

• Identify flexibilities across industry on the technologies, study designs, and data analytic 
methodologies

• Discuss methods for advancing the development of these technologies and learn from recent 
successes

Speakers
John Bertrand, CEO, Digital Diagnostics 

Robert Berlin, JD, MPH, Head, U.S. Regulatory Policy, GlaxoSmithKline Inc

Noah Zimmerman, Vice President, Translational Science, Tempus, Inc.

Bakul Patel, MBA, MS, Director, Digital Health Center of Excellence (DHCoE), CDRH

FDA

DAY TWO | THURSDAY, DECEMBER 8

10:00-11:15AM  Welcome to Day 2 and Session 5: Planning for the IVDR in Europe

Session Chair
Maria Orr, PhD, Head of Precision Medicine, Biopharmaceuticals, Astrazeneca, United Kingdom

The regulatory framework for in vitro diagnostics (IVD) in Europe is changing following the introduction 
of the new In Vitro Diagnostic Regulation (IVDR), which entered into force with its publication on 26th 
May 2017. Following a 5-year transition period the IVDR will come into application on 26th May 2022, 
replacing the existing IVD Directive (98/79/EC; IVDD). The introduction of this new regulation has 
major impacts for precision medicine with the introduction, for the first time, of specific regulations for 
companion diagnostics in Europe. (CDx) devices will be regulated by designated notified bodies with 
clear requirements on vital aspects of device performance and oversight to ensure that the quality, 
safety, and performance of these devices is appropriate for their intended purpose. IVDR also, for the 
first time, regulates in-house tests offered by Single Healthcare Institutions (SHI) which will also have 
implications for the provision of testing for precision medicines. In this session we will:

• Describe the changes being introduced by IVDR
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• Explain the implications of these changes and their impact on precision medicine
• Discuss and debate the opportunities and challenges posed by IVDR on the provision of current and 

future precision medicine
Learning Objective

• Explain the IVDR and its impact on the regulation of companion diagnostics
• Evaluate the impact of IVDR for their projects
• Create a plan for current and future submissions of companion diagnostics in Europe to ensure 

success
Speakers
Claudia Dollins, PhD, RAC, Executive Director, Precision Medicine & Companion Diagnostics, Bristol-
Myers Squibb

Seamus Kearney, MS, MSc, CEO & Principal Consultant, ARC Regulatory, Ireland 

Jude O'Donnell, PhD, MSc, Head of Regulatory Strategy, Almac, United Kingdom

Sue Spencer, Head of In Vitro Diagnostics & Principal Consultant, Qserve Consultancy B.V., Netherlands

11:15-11:30AM    Break

11:30AM-12:45PM Session 6: COVID Diagnostic Tests Lessons Learned

Session Chair
Susan Tiedy-Stevenson, MS, Senior Director, Hogan Lovells US LLP

This session is intended to provide an interactive discussion with the top leaders from FDA Center 
for Devices and Health as well as from the Reagan-Udall Foundation for the FDA, a leading academic 
scholar who has worked on public health strategies during the COVID-19 pandemic, a former FDA leader 
previously involved with other declared emergency situations and a well-known attorney that has 
worked with many companies in successful obtaining marketing authorizations for diagnostics.

The goals of this session are to provide stakeholders with an understanding of the flexibility that FDA 
has exercised during the pandemic in authorizing tests, continuous tracking of tests performance; 
compliance issues, and how the interactive engagement with test developers has resulted in ensuring 
devices that are safe and effective for their intended use. Explore whether this flexibility may shape or 
influence regulatory development of non-Covid-19 assays that meet public health needs in personalized 
medicine and companion diagnostics. You will also hear the views from those in the public health sector 
and those working with industry on lessons learned in response to the pandemic.

Learning Objective

• Recognize the regulatory flexibility implemented by the FDA to ensure the availability of safe and 
effective diagnostic assays

• Discuss the FDA’s current thinking on how regulatory flexibility used during the COVID-19 pandemic 
may or may not apply to non-COVID-19 assays

• Apply information from the interactive panel discussion to non-COVID-19 assay regulatory 
development strategies

• Discuss the lessons learned from the challenges of the pandemic
Jeffrey Shuren, JD, MD, Director, Center for Devices and Radiological Health, FDA

Timothy Stenzel, Director, Office of In Vitro Diagnostics and Radiological Health, U.S. Department of 
Health & Human Services

Amanda Kobokovich, Research Associate, Johns Hopkins University

Susan Winckler, JD, RPh, Chief Executive Officer, Reagan-Udall Foundation

Alberto Gutierrez, PhD, Partner, NDA Partners

Randy Julius Prebula, JD, Partner, Hogan Lovells US LLP 

12:45-1:45PM  Break

1:45-2:45PM  Session 7: Global Developments & Potential Impact to Co-Development Strategies
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Session Chairs
Lakshman Ramamurthy, PhD, Head of Global Regulatory, Precision Medicine & Digital Health, 
GlaxoSmithKline Inc

Megan Doyle, JD, MPH, Global Policy Lead, Digital Health, Diagnostics, and Combination Products, 
Amgen

This session will discuss new developments in regulation and marketing of companion diagnostics 
globally, and potential impact on global development strategies. Specifically, the session will share 
challenges and considerations for executing global co-development programs. The session will focus 
primarily on regions outside of the U.S. and Europe, though discussions may include global impact of the 
approach in these regions.

Learning Objective

• Understand emerging developments in companion diagnostics globally
• Explain the considerations to assess when planning global co-development strategies

Speakers
Katherine Wang, LLM, Chief China Life Sciences Advisor, Ropes & Gray LLP, China

Mandi Jacobson, LLM, Partner, Hogan Lovells, Australia

Lucy Yin, MD, Head of Precision Medicine China, Astrazeneca, China

2:45-3:15PM  Break

3:15-4:15PM  Session 8: The VALID Act

Session Chairs
Carly McWilliams, MBA, Head of Regulatory Policy, Roche Diagnostics

Lakshman Ramamurthy, PhD, Head of Global Regulatory, Precision Medicine & Digital Health, 
GlaxoSmithKline Inc

The VALID Act of 2021 (VALID 2021), introduced by Senators Bennett and Burr and Representatives 
Buschon and DeGette in June 2021, is the latest legislative effort for comprehensive diagnostic 
regulatory reform. Specially designed for in vitro diagnostics, VALID 2021 is the culmination of years 
of efforts to reach agreement on a risk and activity based regulatory paradigm in this session, we will 
hear directly from the staff leading the VALID 2021 legislative effort on their policy priorities and the 
legislative path forward.

Learning Objective

• Explain the VALID Act 2021 and the proposed regulatory paradigm for in vitro clinical tests
• Discuss how VALID 2021 will advance patient and public health and the diagnostic industry overall
• Discuss the importance and methods for advancing the VALID Act through Congress and into law

Speakers
Sherie Lou Z. Santos, MPH, Health Policy Director, Representative Diana DeGette 

Santiago Gonzalez, MPH, Senior Policy Advisor, Senator Michael Bennett  

Dylan Moore, Deputy Chief of Staff and Legislative Director, Representative Larry Buschon U.S. House of 
Representative 

Angela Wiles, Health Policy Director, Senate Health, Education, Labor and Pensions Committee

DIAglobal.org/DIA2022

https://diaglobal.org/dia2022

