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OVERVIEW:

With the expiration of numerous patents for originator biologicals and the 
development of follow-on products, the market for biosimilars is growing at 
a rapid pace. These biosimilars and follow-on biologics have garnered great 
interest for their cost-effective benefits in patient care as well as development 
opportunities for sponsors who see a new revenue stream. 

As biosimilars become more available to patients, there are important factors 
for patients and health care providers that must be addressed. This meeting will 
focus on the innovations, technologies, and regulatory information surrounding 
biosimilars. 

This meeting will focus on:

• US Regulatory Developments

• Scientific Advances: The Concept of Biosimilarity

• Global Regulatory Landscape

• Naming, Labeling and Postmarketing Activities

• Clinical Trial Designs

• US State Laws on Biosimilar Substitution

LEARNING OBJECTIVES:

At the conclusion of this meeting, participants should be able to:

• �Identify the unique challenges and complexities associated with
demonstrating biosimilarity to a reference product

• �Examine the implications for patients and healthcare professionals
as biosimilars and (potentially) interchangeable biologics are
introduced into the market
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 CONTINUING EDUCATION CREDITS

The Drug Information Association is accredited by the Accreditation Council for Pharmacy Education as a provider of continuing pharmacy
education. This program is designated for up to 6.5 contact hours or .65 continuing education units (CEU’s). Type of Activity: Knowledge

ACPE Credit Request Update
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.
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 http://www.nabp.net/.

Drug Information Association has been accredited as an Authorized Provider by the International Association for Continuing Education and 
Training (IACET).

As an IACET Authorized Provider, Drug Information Association offers CEUs for its programs that qualify under the ANSI/IACET Standard. Drug Information 
Association is authorized by IACET to offer 1.3 CEUs for the program. Participants must attend the entire program in order to be able to receive an IACET 
statement of credit. No partial credit will be awarded.

If you would like to receive a statement of credit, you must attend the program, sign in at the DIA registration desk each day of the program, and complete the 
credit request process through My Transcript. To access My Transcript, please go to www.diahome.org, select “Login to My DIA” and you will be prompted for 
your user ID and password. Select “My Transcript” (left side bar) and “Credit Request” to process your credit request. 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 on Friday, October 3, 2014.

It is Drug Information Association policy that anyone in a position to control the content of a continuing education activity must disclose to the program 
audience (1) any real or apparent conflict(s) of interest 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. Faculty disclosures will be included in the course materials.

Unless otherwise disclosed, the statements made by speakers represent their own opinions and not necessarily those of the organization they represent, 
or that of the Drug Information Association. Speakers, agenda and CE information are subject to change without notice. Recording of any DIA educational 
material in any type of media is prohibited without prior written consent from DIA.

CONTINUING EDUCATION CREDIT ALLOCATION

• Session 1 - Scientific Advances: The Concept of Biosimilarity: 1.5 contact hours or .15 CEUs, 0286-0000-14-078-L04-P

• Session 2 - Policy Considerations: 2 contact hours or .2 CEUs, 0286-0000-14-079-L04-P

• Session 3 - Naming, Labeling and Postmarketing Activities: 2 contact hours or .2 CEUs, 0286-0000-14-080-L04-P

• Session 7 - Regulatory Update: 1 contact hour or .1 CEU, 0286-0000-14-081-L04-P

View DIA’s Grievance Policy at diahome.org/CE

DIA’S CERTIFICATE PROGRAM 
This program is part of DIA’s Certificate Program  
and is awarded the following:

• �Clinical Research Certificate Program:  
8 Elective Units

• �Regulatory Affairs Certificate Program:  
8 Elective Units  

For more information go to  
diahome.org/certificateprograms

TO ACCESS PRESENTATIONS:
• Visit diahome.org

• Login to My DIA

• Enter your User ID and Password

• �View ‘My Presentation Downloads’

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

http://www.nabp.net/
http://diahome.org/CE
http://diahome.org/certificateprograms
http://diahome.org
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THURSDAY, SEPTEMBER 18 

7:45-8:45am	 REGISTRATION AND CONTINENTAL BREAKFAST

8:45-9:00am	 WELCOME AND OPENING REMARKS

Cecil Nick, MS, FTOPRA
Vice President (Technical)
PAREXEL Consulting

Joerg Windisch, PhD 
Chief Science Officer
Sandoz Biopharmaceuticals

9:00-10:00am		  KEYNOTE SESSION

Speaker Invited 

10:00-10:30am	 REFRESHMENT BREAK

10:30am-12:00pm		  SESSION 1

Scientific Advances: The Concept of Biosimilarity 
Session Chair

Cecil Nick, MS, FTOPRA
Vice President (Technical)
PAREXEL Consulting

Value of Physiochemical and Biological Data in 
Demonstrating Biosimilarity
FDA Speaker Invited 

Quantitative Approach to  
Quality and Biological Data
EMA Speaker Invited 

Value of Nonclinical and Clinical Data  
in Supporting Biosimilarity & Extrapolation 
Joerg Windisch, PhD 
Chief Science Officer
Sandoz Biopharmaceuticals

12:00-1:00pm	 LUNCHEON

1:00-3:00pm	 SESSION 2 

Policy Considerations 
Session Chair

David R. Gaugh, RPh
Senior Vice President 
Sciences and Regulatory Affairs
Generic Pharmaceutical Association (GPhA) 

FDA Perspective
FDA Speaker Invited

Will State Law Substitution Statutes and Unique 
Naming Restrict Biologic Innovation?
Bruce Leicher, JD 
General Counsel, Senior Vice President and Secretary
Momenta Pharmaceuticals, Inc. 

Pharmocovigilance 
Thomas Felix, MD
Director, Research and Development Policy
Amgen Inc.

Panel Discussion
Gerald K. McEvoy, PharmD
Assistant Vice President, Drug Information
Editor-in-Chief, AHFS Drug Information and  
Consumer Medication Information
American Society of Health-System Pharmacists

Connect with us! @DrugInfoAssn 
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3:00-3:30PM	 REFRESHMENT BREAK	

3:30-5:30PM	 SESSION 3

Naming, Labeling and Postmarketing Activities  
Session Chair

Sundar Ramanan, PhD 
Director
Global Biosimilars R&D Policy
Amgen Inc.

Naming: A Global Perspective 
Speaker Invited 

Geoff Eich
Executive Director
Regulatory Affairs - R&D Policy
Amgen

Labeling Product Information
Speaker Invited 

PV and Risk Management 
John D. Ayres, JD, MD
Senior Director, Product Safety Assessments
Global Patient Safety
Eli Lilly & Company

Pharmacy Practice
Gerald K. McEvoy, PharmD
Assistant Vice President of Drug Information
Editor-in-Chief, AHFS Drug Information and Consumer Medication 
Information
American Society of Health-System Pharmacists

Panel Discussion

5:30-6:30pm	 NETWORKING RECEPTION

FRIDAY, SEPTEMBER 19 

7:30-8:30am	 REGISTRATION AND CONTINENTAL BREAKFAST

8:30-10:00am 	 SESSION 4

Global Regulatory Landscape 
Session Chair

Jian Wang, MD, PhD
Chief 
Clinical Evaluation Division - Haematology/Oncology,
Centre for Evaluation of Radiopharmaceuticals & Biotherapeutics
Biologics and Genetic Therapies Directorate
HPFB, Health Canada  

Europe 
EMA Speaker Invited 

Canada
Catherine Parker
Senior Executive Director
Biologics and Genetic Therapies Directorate
Health Products and Food Branch
Health Canada 

Korea (Virtual Presentation)
Jeewon Joung, PhD 
Deputy Director 
Korean Ministry of Food and Drug Safety (MFDS) 

Panel Discussion

Connect with us! @DrugInfoAssn 
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10:00-10:30am	 REFRESHMENT BREAK

10:30am-12:30pm	 SESSION 5 

Clinical Perspectives 
Session Chair

Stan Bukofzer, MD
Corporate Vice President 
Chief Medical Officer
Hospira, Inc  

Constructs of Biosimilar Approval 
Rachel Sherman, MD, MPH, FACP
Principal
Drug and Biological Drug Products
Greenleaf Health

FDA Draft Guidance Clinical Pharmacology  
Data to Support a Demonstration of  
Biosimilarity to a Reference Product
Darrell R. Abernethy, MD, PhD, FACP
Associate Director for Drug Safety
Office of Clinical Pharmacology
FDA

Interchangeability
Mark McCamish, MD, PhD
Global Head Development
Sandoz Biopharmaceuticals

Extrapolation 
Sumant Ramachandra, MD, PhD 
Senior Vice President, R&D and Medical Affairs
Chief Scientific Officer
Hospira, Inc.

Panel Discussion

12:30-1:30pm	 LUNCHEON

1:30-3:30pm	 SESSION 6 

Commercialization 
Session Chair Invited 

Cost of Investing in Biosimilar Development
Cecil Nick, MS, FTOPRA
Vice President (Technical)
PAREXEL Consulting

Sustainability Studies
Speaker Invited 

Panel Discussion

3:30-4:00pm	 REFRESHMENT BREAK

Connect with us! @DrugInfoAssn 
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4:00-5:00pm	 SESSION 7 

Regulatory Update 
Session Chair

Joerg Windisch, PhD 
Chief Science Officer
Sandoz Biopharmaceuticals

Panel Discussion 
Darrell R. Abernethy, MD, PhD, FACP
Associate Director for Drug Safety
Office of Clinical Pharmacology
FDA

Catherine Parker
Senior Executive Director
Biologics and Genetic Therapies Directorate
Health Products and Food Branch
Health Canada 

Jian Wang, MD, PhD
Chief 
Clinical Evaluation Division - Haematology/Oncology,
Centre for Evaluation of Radiopharmaceuticals & Biotherapeutics
Biologics and Genetic Therapies Directorate
HPFB, Health Canada  

Additional Speakers Invited 

Connect with us! @DrugInfoAssn 

Thank You to Our Media Partner!




