Labelling & Naming

— European Biosimilars Group
(EBG) perspective

>400 Million patient days worldwide clinical
experience with EU biosimilar medicines

Elke Grooten, Director Public Affairs Sandoz Europe
Member European Biosimilars Group, EGA sector gro

DEVELOP
A INNOVATE
ADVANCE



Disclaimer

;

The views and opinions expressed In the following PowerPoint slides
are those of the individual presenter and should not be attributed to
Drug Information Association, Inc. (“DIA”"), its directors, officers,
employees, volunteers, members, chapters, councils, Special Interest
Area Communities or affiliates, or any organisation with which the
presenter is employed or affiliated.

These PowerPoint slides are the intellectual property of the individual
presenter and are protected under the copyright laws of the United
States of America and other countries. Used by permission. All rights
reserved. Drug Information Association, DIA and DIA logo are
registered trademarks or trademarks of Drug Information Association
Inc. All other trademarks are the property of their respective owners.
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Disclosure Statement .

1 I'have no real or apparent relevant financial relationships to disclose
1 I'am employed by a regulatory agency, and have nothing to disclose

Please note that DIA is not requesting a numerical amount to be entered for any disclosure, please
indicate by marking the check box, and then providing the company name only for those disclosures
you may have.

Type of Financial Interest within last 12 months | Name of Commercial Interest

[]  Grants/Research Funding

] Stock Shareholder

[] Consulting Fees

x  Employee Sandoz

B Other (Receipt of Intellectual Property
Rights/Patent Holder, Speaker’s Bureau)

Will any of the relationships reported in the chart above impact your ability to present an unbiased
presentation? [ Yes [ No

In accordance with the ACPE requirements, if the disclosure statement is not completed or returned, participation in this activity
will be refused.
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Labelling and naming for biosimilar medicines

;

Agenda

Labelling — The European (EU) labelling approach, the way for building confidence

Naming — EU naming system and the use of unique product names
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Labelling — Executive summary (1)

;

v “A biosimilar is a biological medicinal product that contains a version of the
active substance of an already authorised original biological medicinal
product.”

v’ “A biosimilar is a biological medicinal product making reference to an already
authorised original biological medicinal product. It is systematically
engineered to match this reference product with regards to quality, safety
and efficacy.”

v' “A biosimilar needs to be developed based on an extensive head to head
comparison with this reference product, to ensure close resemblance in
physicochemical and biological characteristics, safety and efficacy.”

v’ “The posology and route of administration of the biosimilar must be the
same as those of the reference medicinal product”.
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Labelling — Executive summary (2)

;

v" A biosimilar product is only approved, once all these stringent
requirements have been fulfilled and the biosimilar has been
demonstrated to be of comparable quality, safety and efficacy
to the reference product.

v’ Consequently, the European Medicines Agency approves their
medical use to be the same as that of the reference product
and requires the label of the biosimilar product, describing its
medical use, to be consistent with that of the reference
product
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EGA — EBG Position Statement

;

» EGA supports clear and transparent product
information for all medicinal products in the EU,
including biosimilar medicines

» EGA considers the current system of product
information for biosimilar medicines in the EU
adequate, reliable, safe and transparent as it
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Europe ensures a clear structure & use of

product information ’
medicines

SmPC

Summary of Product
Characteristics

EPAR

European public
assessment report

(EPARS)

Patient Information

Leaflet

- Labeling Annex | - Labeling Annex Il

Summarized information on
the scientific basis for the
EMA approval

Summarized information
to enhance a patient’s
understanding of the
product

Product related
information to inform
physicians on how to use
the specific product

A comprehensive
development history for each
individual biological product

- including a description of the
clinical studies conducted
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Continuation of labels consistent between the reference

product and biosimilar medicines is a must H

» in line with scientific principles of » is generating trust in the pioneering
biosimilarity and legal European authorisation system

requirements » is ensuring that all the key information is
» fully transparent ' '

The proven EU labelling model for biosimilar products should not be dismantled now for

competition purposes !
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Deviations create risks for good use of biosimilar

medicines ~

Any deviations in a biosimilar’s product information compared to the reference
product’s product information :

< could create unnecessar confusion and deepen misinterpretation
of the biosimilarity concept
***mislead healthcare professionals and patients

< would create a situation where biosimilar medicines are no longer
considered as therapeutic alternatives to their reference products

< lead to potential medication errors and withhold biosimilar medicines
from patients in need

< do not reflect totality of evidence supporting approval of biosimilar

medicines - being comparable to reference product with regards to quality,
safety and efficacy
** undermine specific legal basis for biosimilar medicines approval
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Naming in Europe — Executive summary

v The EU naming system - which clearly differentiates between product
name and INN - is highly reliable and the model for the world.

v There is ample evidence the EU naming system facilitates reliable
identification and therefore guarantees a robust product safety reporting
system

v" Traceability works extremely well with existing, well tested identifiers, like
brand name, in European countries.

v The biosimilarity concept has proven to guarantee comparable quality,
safety and efficacy and therefore support same INN naming for the
biosimilar medicines and the reference product

DEVELOP
A INNOVATE
ADVANCE




'EU naming system clearly differentiates
~between product name and IN

EU directive 2001/83/EC:

name accompanied by a
trade mark or the name of
the marketing

The INN is stated in addition to
and separately from the product
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Unique product names separate from the active

substance names (INNs) are the best solutiog ’

Product name
(unique)

| Epoetin alfa HEXAL |}

L INjenncns!fdenna in ainar Eo-Ho o pritze

Epoetin alta

6 Fertigspritzen mit je 0,5 mi
mit Nadelschutzsystem

Substance name
a Movarts sompany = INN (Shared)

4 Clear identify any biological product
» Robust track & trace and pharmacovigilance - AE reporting
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':R orting by brand name is an efficient traceabillity tool
b urope — a Sandoz example
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Reporting by brand name is an efficient traceability tool
In Europe — similar examples

» Hospira reports 99% identification of its biosimilar Epo by trade name*

» European regulators report 96.2% product identification across three
product classes (filgrastim, epoetin, somatropin)?

1 http://www.hospira.com/Images/What's%20In%20a%20Name%20-%20Hospira%20Policy%20Paper%20-%200ct%202013_32-92092_1.pdf
2 http://www.ema.europa.eu/docs/en_GB/document_library/Presentation/2012/05/WC500127934.pdf

3 PHARM 639-Pharmaceutical Committee 23.10.2013 -71st meeting. D | DEVELOP

4 http://www.ncbi.nlm.nih.gov/pubmed/25255847 INNOVATE
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* EGA acknowledges some other regions want
 differentiation beyond product name
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~ 'EGA/EBG position on proposed BQ identifier —
~ ‘only for use outside Europe
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Labelling and naming — take away messages

EU labelling approach for biosimilar medicines
since 2006 Is the right method

On naming - using product name is the way
forward while maintaining the existing INN

system

Outside Europe - BQ proposal requires further
refinement and should only be considered where
needed.
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d

» AE Adverse Event

» BQ Biological Qualifier

» EBG European Biosimilars Group

» EGA European Generic medicines Association
» EU European Union

» INN International Nonproprietary Name

» PV Pharmacovigilance

» WHO World Health Organisation
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Thank you all for your
attention.

Danke !

Elke Grooten, Director Public Affairs Sandoz Europe

Member European Biosimilars Group, EGA sector group
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