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Overview
DIA’s Biosimilars Program Committee presents the first 
DIA Biosimilars Virtual Conference.

Created and curated by experts from our Biosimilars 
Program Committee, the DIA Biosimilars Virtual 
Conference is comprised of three sessions: Barriers 
to Uptake of Biosimilars in the US, Biosimilar 
Reimbursement in the US Marketplace, and Biosimilars 
in China. These sessions are available in both a live and 
on-demand format, and can be enjoyed in the comfort of 
your home or office at your convenience.

The Biosimilars Price Competition and Innovation Act 
(BCPIA) of 2009 created a biosimilars approval pathway 
in the US with the goal of increasing access to safe and 
effective biological treatment options that are more cost 
effective than standard biologics. Since then, significant 
progress has been made in the science and regulation of 
biosimilar development and approval, and cooperative 
efforts among global regions is leading to better 
alignment on these issues as well.

To date, FDA has approved 10 biosimilars, yet only three 
are currently available on the market. Furthermore, in the 
US and in other regions, uptake of biosimilars has been 
less than initially anticipated. The barriers to realizing 
the promise of biosimilars are numerous, and in the US 
extend to reimbursement policies. Global development 
has been slowed by prohibitive regulations and 
guidelines in some regions such as China.

DIA’s Biosimilars Virtual Conference presents three virtual 
sessions that will examine the forces influencing the 
future of biosimilars for stakeholders in the US – from 
global developers to healthcare providers to patients.

• Barriers to Uptake of Biosimilars in the US
• Biosimilar Reimbursement in the US Marketplace
• Biosimilars in China

Experts will delve into the adaptation of the US 
biosimilars landscape to address uptake barriers in the 
US and explore the implications of recent reimbursement 
policies on biosimilar utilization. The impact of the 
changing China regulatory environment on the potential 
of biosimilars and opportunities for inclusion of that 
country as a target region for global development will be 
examined.  

Highlights
Barriers to Uptake of Biosimilars in the US

• Lack of understanding: Perception challenges 
and misinformation around safety, effectiveness, 
extrapolation, quality, and interchangeability 
 

• Commercial challenges: Educating health system 
stakeholders, restrictive formularies, contracting, and 
rebates

• Legal challenges: Extensive patent estates, 
unresolved questions from BPCIA, and settlements 
between originator and biosimilar companies

Biosimilar Reimbursement in the US Marketplace

• Payments for biosimilars under Medicare Part 
B: J-code, pass-through, implications, and key 
outstanding issues

• Payments for biosimilars under Medicare Part D: 
Coverage gap, cost-sharing changes, implications, 
and key outstanding issues

• Biosimilars to be subject to changes to 340B drug 
pricing

Biosimilars in China

• Biosimilar market in China: Potential, changing 
regulatory environment, clearing hurdles, and 
reimbursement

• Overall regulatory strategy: Raising data standards 
and alignment with international requirements, CTA 
process and timeline, and MAA process and timeline

• China regulatory strategy for biosimilar development: 
Review of existing and newly issued guidelines, 
Phase 1 PK study requirements, Phase 3 clinical 
trial requirements, and more on biosimilar Avastin 
(bevacizumab) and Herceptin (Trastuzumab) clinical 
design, and review considerations and the technical 
requirements of acceptance of foreign clinical data 
(draft)

Audience
Created by experts from our Biosimilars Program 
Committee for the following professionals:

• Pharmaceutical Executives
• Biomedical Product Developers
• Regulatory Affairs and Regulatory Strategy 

Professionals
• Clinical and Nonclinical Researchers
• Biostatisticians
• Legal Affairs and Operations Professionals 
• Business Development Executives
• Marketing and Commercialization staff involved with 

biosimilars
• Medical Affairs and Medical Communications staff
• Pharmacovigilance Professionals
• Patient Support/Patient Advocacy Programs
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Learning Objectives
At the conclusion of all three sessions, participants should be able to:

• Describe the current barriers to uptake facing biosimilars in the US

• Discuss how the US biosimilar landscape may evolve in the future to address these challenges

• Gain a high-level understanding of the US reimbursement landscape as it relates to biosimilars and interchangeable biological products

• Assess the impact of reimbursement policies on market uptake and sustainability of biosimilars and interchangeable biological products

• Assess the potential for biosimilars in China

• Explain navigation of the Chinese regulatory system with respect to gaining biosimilar approval

• Describe the design a global clinical development program that meets the Chinese regulatory requirements 
 

Continuing Education Credits
DIA is accredited by the Accreditation Council for Pharmacy Education as a provider 
of continuing pharmacy education. This conference is designated for up to 4.5 
contact hours or .45 continuing education units (CEU’s). 

Type of Activity: Knowledge

Participants are able to receive an ACPE statement of credit for session completion. No partial credit will be awarded.

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 within 45-days after the session date, 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.

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

As an IACET Authorized Provider, DIA offers CEUs for its programs that qualify under the ANSI/IACET Standard. DIA is 
authorized by IACET to offer up to .6 CEUs for this conference. Participants must complete the entire session in order to be 
able to receive an IACET statement of credit. No partial credit will be awarded. To view DIA’s Grievance Policy, visit  
DIAglobal.org/CE.

Continuing Education Credit Allocation*
Session 1: Barriers to Uptake of Biosimilars in the US: Pharmacy 1.5 contact hours, UAN: 0286-0000-18-062-L04-P; IACET .2 CEUs

Session 2: Biosimilar Reimbursement in the US Marketplace: Pharmacy 1.5 contact hours, UAN: 0286-0000-18-063-L04-P; IACET .2 CEUs

Session 3: Biosimilars in China: Pharmacy 1.5 contact hours, UAN: 0286-0000-18-064-L04-P; IACET .2 CEUs

*See updated Continuing Education information for On-Demand courses on the course website.

ACCESS PRESENTATIONS

•  Visit DIAglobal.org
•  Select ‘Sign in’ at the top right
•  Enter your User ID and Password
• Go to ‘My Account’
•  View ‘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, select “Sign in” and you will be 
prompted for your user ID and password

•  Choose MENU, found in the upper left corner

•  Under EVENTS select “Continuing Education”

•  Select the blue “My Transcript” button followed 
by “Credit Request” to process your credit 
request for the course

ACPE CREDIT REQUESTS MUST 
BE SUBMITTED WITHIN 45-DAYS 
AFTER THE SESSION DATE

http://DIAglobal.org
https://twitter.com/DrugInfoAssn
https://www.instagram.com/druginfoassn/
http://DIAglobal.org/CE
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Session 1: Barriers to Uptake of Biosimilars in the US 

Available On-Demand 

Session Chair
Hillel P. Cohen, PhD, Executive Director, Scientific Affairs, Sandoz Inc.

Since the enactment of the Biologics Price Competition and Innovation Act (BPCIA) in 2010, FDA has granted licensure to 10 biosimilar products. 
However, only three biosimilars are available on the market. Furthermore, uptake of some of these biosimilars has been less than initially anticipated. 
There are several barriers to the successful commercialization of biosimilars in the US. These include lack of understanding about this new category of 
biologics, various commercial challenges, and numerous different types of legal challenges. This virtual session will delve into the types of barriers to 
uptake that biosimilars are currently facing in the US and how the biosimilar landscape may evolve to address these challenges.

Speakers
Jenny Alltoft, Global Head of Biosimilars, Pfizer | Amanda Hollis, Esq., Kirkland and Ellis LLP

Featured Topics
• Lack of Understanding: Perception 

Challenges and Misinformation

• Effectiveness and safety of biosimilars

• Extrapolation

• Quality of biosimilars vs interchangeable 
biologics

• Physician-initiated switching and 
pharmacists-initiated switching 
(substitution and interchangeability)

• Commercial Challenges

• Educating health system stakeholders

• Restrictive formularies

• Contracting

• Rebates

• Medicaid/Medicare

• How these challenges can vary based 
on the type of market (e.g. bill and buy, 
chronic use, etc.)

• Legal Challenges

• Extensive patent estates

• Inter Parties Review

• Unresolved questions from BPCIA

• Settlements between originator and 
biosimilar companies

At the conclusion of this session, participants should be able to:
• Describe the current barriers to uptake facing biosimilars in the US

• Discuss how the US biosimilar landscape may evolve in the future to address these challenges 
 

Session 2: Biosimilar Reimbursement in the US Marketplace 

Available On-Demand 

Session Chair 
Laura McKinley, PhD, Director, US Regulatory Policy, Pfizer Essential Health Regulatory Affairs, Pfizer Inc

Biosimilars provide safe and effective treatment options for a variety of conditions, and can be a more cost effective option than standard biologics. 
The Centers for Medicare and Medicaid Services (CMS) is responsible to establish coding, coverage, and payment policies for biosimilars and many 
commercial payers will either follow suit to what CMS does or will wait and see approach until we have more biosimilars on the market. This virtual 
session will explore recent policies focused on the reimbursement of biosimilars and the potential implications to the US market.

Speakers
Molly Burich, MS, Director – Public Policy, Biosimilars and Reimbursement, Boehringer Ingelheim Pharmaceuticals

Tiffany Fletcher, MS, Executive Director, Policy and Government Affairs, Biosimilars, Sandoz Inc.

Featured Topics 
• Payments for Biosimilars Under Medicare 

Part B 

• Overview (J-code, Pass-through)

• Implications 

• Key outstanding issues 

• Payments for Biosimilars Under Medicare  
Part D

• Overview (Coverage Gap, cost-sharing 
changes)

• Implications

• Key outstanding issues

• Biosimilars to be Subject to Changes to 340B 
Drug Pricing

At the conclusion of this session, participants should be able to:
• Gain a high-level understanding of the US reimbursement landscape as it relates to biosimilars and interchangeable biological products

• Assess the impact of reimbursement policies on market uptake and sustainability of biosimilars and interchangeable biological products

http://DIAglobal.org
https://twitter.com/DrugInfoAssn
https://www.instagram.com/druginfoassn/
https://www.diaglobal.org/en/course-listing/webinar/on-demand/2018/08/biosimilars-virtual-conference-session-1-barriers-to-uptake-of-biosimilars-in-the-us
https://www.diaglobal.org/en/course-listing/webinar/on-demand/2018/08/biosimilars-virtual-conference-session-2-biosimilar-reimbursement-in-the-us-marketplace
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Session 3 : Biosimilars in China 

October 17 | 9:00-10:30AM

Session Chair
Cecil J. Nick, FTOPRA, Vice President (Technical), PAREXEL Consulting

The Chinese biosimilar market is opening up with regulatory controls such as import tax on cancer drugs, and batch testing requirements of imported 
drugs recently having been abolished. Alongside this, the Chinese pharmaceutical regulatory system has undergone sweeping reforms in the past two 
years resulting in acceleration of clinical trial approvals from almost two years to two months and the potential for the acceptance of foreign data. As 
such, China is becoming an exciting market for biosimilars. Nevertheless, navigating the Chinese regulations and guidelines remains complex. This virtual 
session will delve into China’s biosimilar regulatory pathways and explore how to optimize global biosimilar development with inclusion of China as a 
target region.

Speakers
Kai Gao, PhD, Senior Assessor, Office of Pharmaceutical Science of Biological Products, Centre for Drug Evaluation (CDE), China Food and Drug 
Administration (CFDA), China

Peng Han, Deputy Dean and Director of Academic Affairs, Yeehong Business School of Shenyang Pharmaceutical University, China

Jianhong Yang, Researcher, Yeehong Business School of Shenyang Pharmaceutical University, China

Featured Topics
• Biosimilar Market in China 

• The potential for biosimilars

• The changing regulatory environment

• Clearing regulatory and commercial hurdles

• Securing reimbursement

• Overall Regulatory Strategy 

• Raising data standards and alignment with international 
requirements

• CTA process and timeline; 60 days CTA/IND approval

• MAA process and timeline 

• China Regulatory Strategy for Biosimilar Development 

• Review of existing guidelines including newly issued guidelines on 
biosimilar Avastin (bevacizumab) and Herceptin (Trastuzumab) 
clinical design and review considerations and the technical 
requirements of acceptance of foreign clinical data (draft)

• Phase 1 PK study requirements

• Phase 3 clinical trial requirements 

• Immunogenicity data

• Sourcing reference drug 
 

At the conclusion of this session, participants should be able to:
• Assess the potential for biosimilars in China

• Explain the navigation of the Chinese regulatory system with respect to gaining biosimilar approval

• Describe the design of a global clinical development program that meets the Chinese regulatory requirements

SAVE THE DATE

DIAglobal.org/DIA2019

http://DIAglobal.org
https://twitter.com/DrugInfoAssn
https://www.instagram.com/druginfoassn/
http://diaglobal.org/dia2019

