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Learning Objectives

. Review the key definitions, nomenclature, l[abeling, issues of interchangeability,
and similarities and differences between biosimilars and reference biologics.

. Describe how biologics differ from small molecules (size, complexity, inherent
variation) and compare the biosimilar and generic approval pathways.

. Explain the statutory requirements and approval process for biosimilars and
interchangeables.

. Discuss considerations for prescribing and dispensing biosimilars and
interchangeable biosimilars.

. Summarize the new resources available for health care providers and faculty to
learn more about biosimilar and interchangeable products and how to use the
Purple Book Database of Licensed Biological Products.




Biosimilar and Interchangeable Products:
Scientific Concepts and Regulatory
Framework



Biological Products

" Biologics are generally large and produced from living systems

= They range in size and complexity

= Examples: therapeutic proteins (hormones, growth factors, monoclonal
antibodies), vaccines, blood products

Relative
Molecular
Mass
(daltons)

Aspirin

Insulin Erythropoietin Monoclonal Antibody (lgGl)
(5808) (30,400) (150,000)

Modified from Mellstedt H, EJC Supplements I, 2013, 3, | - II



Therapeutic Proteins: Complexity

= Cells can make exact copies of a protein
but other add-ons and changes may occuir,
resulting in different versions of the
molecule (inherent variation)

= Millions of slightly different versions of the

same protein or antibody per dose or
batch

" Biologics manufacturers try to keep a
consistent mix of variants across batches of
their products and over time



Biological Product Regulation

e 351(a) “stand alone” Biologics License Application (BLA): contains
all information and data necessary to demonstrate that the
proposed biological product is safe, pure and potent

* The Biologics Price Competition and Innovation Act of 2009 (BPCI
Act)
— Created an abbreviated licensure pathway (351(k)) for biological

products shown to be biosimilar to or interchangeable with an FDA-
licensed reference product (originator biological product)



Key Definitions from the BPCI Act

Reference Product

A reference product is the single biological product, already approved by FDA,
against which a proposed biosimilar product is compared

Biosimilar Product

A biosimilar is a biological product that is highly similar to and has no clinically
meaningful differences from an existing FDA-approved reference product

Interchangeable Product
-Is a biosimilar

-Expected to produce the same clinical result as the reference product (RP) in
any given patient

-Switching between the proposed product and the RP does not T safety risks or
Jeffectiveness compared to using the RP without switching



Why Seek Interchangeability?

An interchangeable biosimilar product can be substituted for the reference product at pharmacies
without the intervention of the prescribing health care provider, subject to state pharmacy laws.

Pharmacy-Level Substitution

Patient receives the
interchangeable biosimilar

Doctor prescribes the Script goes to the pharmacy
reference product

Pharmacist substitutes the interchangeable
biosimilar for the reference product

10



Biosimilars and
Interchangeable
Biosimilars

* Applicants request licensure as a
biosimilar or interchangeable biosimilar

* An applicant may be first approved as a
biosimilar but later seek interchangeability

* The analytical similarity and product
quality standards are the same for
biosimilars and interchangeable
biosimilars

» Statutory criteria related to the potential
for substitution without the intervention
of the prescriber

11



General Requirements

A 351(k) application must include information demonstrating that the
biological product:

= |s biosimilar to a reference product
= Highly similar to and has no clinically meaningful differences from the FDA-approved
reference product
= Utilizes the same mechanism(s) of action for the proposed condition(s) of use --
but only to the extent the mechanism(s) are known for the reference product;

= Condition(s) of use proposed in labeling have been previously approved for the
reference product;

= Has the same route of administration, dosage form, and strength
as the reference product; and

" |s manufactured, processed, packed, or held in a facility that meets standards
designed to assure that the biological product continues to be safe, pure, and

potent.
12



Different Goals for “Stand-alone” vs. Biosimilar FDA

Development
“Stand-alone”: 351(a) BLA “Abbreviated”: 351(k) BLA
Goal: To establish de novo safety and Goal: To demonstrate biosimilarity (or
efficacy of a new product interchangeability) to a reference product

based on comparative assessments

Additional Clinical Studi
Clinical Safetv & Efficacv Study HHONAt SHIICAT STHCIES

for Each Indication

Clinical Pharmacology

Clinical Pharmacology

Comparative Analytical
Assessment

Animal

Product Quality Product Quality
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Generic vs. Biosimilar

Orange Book Purple Book
Assessment “Same” Active Ingredient “Highly Similar”
PK Bioequivalence No Clinically Meaningful Differences

Example schematic of }g | _ ‘},% |

product comparisons. &

Comparative Analytical e S

data expected for both Reference Generic product product

Listed Drug Drug Brackets are usad to show sites with minar variations.
p rOd u CtS Reproduced with permission from the European Medicines Agency

Clinical Pharmacology Compare PK, when applicable Compare PK, and PD, when applicable
Studies
Other clinical study(ies) - Assess immunogenicity; may further evaluate safety

and efficacy

Both are “abbreviated” development pathways that have distinct statutory
requirements and scientific expectations supporting their approval. 14



FDA’s Recommended Approach to
the Development of Biosimilars
and Interchangeable Biosimilars



Comparative Analytical Assessment is the Foundation

 Compare multiple physicochemical and biological attributes of each product
— Analytical studies are generally more sensitive than clinical studies in detecting
differences between products, should differences exist

— A biosimilar product with highly similar structure and function to the reference
product should behave like the reference product

* Analyze multiple lots of the reference product and proposed biosimilar for product

quality attributes, including:
) . . Additional Clinical Studies
— Prlmary amino acid sequence

— Higher order structure (protein folding)
— Post-translational modifications (glycosylation, etc.) Comparative Analytical
. . Assessment

— Heterogeneity (charge, size, aggregates, etc.)

— Biological activity - evaluation of attributes that affect the

Product Quality

known MoAs



CAA Example 1: Semglee (insulin glargine-yfgn) vs US-Lantus:

Quality Attributes Compared*

Primary structure Mitogenic Activity Protein Concentration

« Amino acid sequence

and mass
Higher order structure
* Conformation y
» Secondary structure °

 Tertiary and higher
order structures

Metabolic Activity
* Hydrodynamic radius

* Disulfide bonds .

Product Variants .

* Deamidation

» Glycerol ester

« Citric acid conjugate
« Acetylation

IR-A phosphorylation « Activity and concentration in
Mitogenic assay (Sao2 U/mL
cells)

IR-A binding kinetics
IGF1R binding kinetics

e Zinc content

IR-B phosphorylation VAVg?grfe\’?S:gtse”i_rl:gh molecular
Glucose uptake assay * Isoelectric point

IR long form receptor

binding kinetics

IR autophosphorylation

Adipogenesis assay

Inhibition of stimulated
lipolysis assay

*Not an exhaustive list; Information summarized and adapted from the Product Quality Review available on drugs@fda
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https://www.accessdata.fda.gov/drugsatfda_docs/nda/2021/761201Orig1s000ChemR.pdf

CAA Example 1: Semglee (insulin glargine-yfgn) vs US-Lantus: [gsY.
Insulin Receptor IR-B Phosphorylation

Figure 13: Scatter Plot Distribution for Relative potency (IR-B phosphorylation activity) of
MYL-1501D, EU-approved Lantus® and US-approved Lantus”

Relative Potency : IR-B Phosphorylation ) )
i ’ phoryl These studies provide data to support the
; physiochemical structural and functional
R e EEERE e -ozo similarity of MYL-1501D to US-Lantus and
E- L e e ;3 b bup gvaqute the impact of any differences
5 0 . gt MY identified.
o . n
[+1] B g sttt e sy e et e et e s e
2 0754
5
. ]
- ﬂ.ﬁu-.
0.25 g
0.00 - . v - r
MYL-1501D(V) MYL-1501D(VI)  Lantus EU Lantus US Purity Molecular structure Bioactivity

« Green lines represent the quality range (QR) limits (mean +

3SD of US-Lantus).
« The values of relative IR-B phosphorylation activity for all MYL-

1501D lots are 100% within the QR of US-Lantus

Adapted from the Product Quality Review available on drugs@fda



https://www.accessdata.fda.gov/drugsatfda_docs/nda/2021/761201Orig1s000ChemR.pdf

CAA Example 2: CT-P10 vs US-Rituximab:
Potency and Charge Variants

Apoptosis
130 -
1204 oo
@ m
110 P . " u
% 1007 z‘ﬁrqf“ ol T'L.
90 %
°
so4
70
US-rituximab CT-P10

%

25

20

154

Acidic Peaks (IEC-HPLC)

10 -

The black bars represent the mean percentages.
The orange lines represent the QR limits (mean + 3SD of the US-rituximab).

o..‘ °®
A [ X ]
® o0
® m
s
US-rituximab CT-P10

Additional Analytical Studies
Showed:

- Charge peaks contain same
variants

- Similar biological activity
between both products for
each peak

Molecular structure Bioactivity

Adapted from Oct. 10, 18 FDA ODAC Slides: Slides from the October 10, 2018 Meeting of the Oncologic Drugs Advisory Committee 19



https://public4.pagefreezer.com/content/FDA/04-03-2022T19:30/https:/www.fda.gov/advisory-committees/advisory-committee-calendar/october-10-2018-meeting-oncologic-drugs-advisory-committee

Role of Clinical Studies

* As a scientific matter, FDA expects an adequate clinical PK, and PD if
relevant, comparison between the proposed biosimilar product and
reference product and a clinical immunogenicity assessment

* Additional clinical studies are not considered “pivotal” in
the way Phase 3 clinical trials are for

standalone development Additional Clinical Studies
 Add to the totality-of-the-evidence that supports

a demonstration of biosimilarity

Comparative Analytical
Assessment

Product Quality
20




Type of Clinical Data

* Clinical Pharmacology Studies

— PK and/or PD is generally considered the most sensitive clinical study/assay in which to assess
for differences between products, should they exist

— PK and PD similarity data supports a demonstration of biosimilarity with the assumption that
similar exposure (and pharmacodynamic response, if applicable) will provide similar efficacy
and safety (i.e., an exposure-response relationship exists)

— Use of a single scientifically appropriate PD biomarker or a composite of more than one
relevant PD biomarker to demonstrate PD similarity can reduce residual uncertainty.
* At least 1 clinical study that includes a comparison of the immunogenicity of the
proposed and reference product generally will be expected

* A comparative clinical study that compares safety and efficacy in patients is
currently expected if there are residual uncertainties about whether there are
clinically meaningful differences between the proposed and reference products
based on structural and functional characterization, human PK and PD data, and
clinical immunogenicity assessment.

21



Focused Efforts to Streamline Biosimilar Development

Current Potential Future
“Abbreviated”: 351(k) BLA “Abbreviated”: 351(k) BLA Goals

Additional Clinical Studies I Develop alternatives to and/or

reduce the size of studies

ﬁ Additional Clinical Studies I involving human subjects

Clinical Pharmacology

Regulatory Experience Clinical Pharmacology

Policy Development Enhance the efficiency of
* the analytical and CMC

characterization

Comparative Analytical
Assessment

Comparative Analytical

Assessment
Regulatory Research

Product Quality

Product Quality

22



Clinical Program Example 1: Semglee (insulin glargine-yfgn) vs

US-Lantus PK/PD Compared

Figure 2. Mean plasma M1 concentration versus time profiles by treatment in Study MYL-

1501D-1003

Insulin Glargine M1 Concentration (ng/mL)

o
o
208

o
'S

o
w

o
[N]

PK/PD Similarity Study
Euglycemic clamp study in healthy subjects

v PK similarity AUCO-24h 99.08 95.11 -103.22
Figu::?.. Mean GIR versus time profile bytre#tmentin Study MYL-1501D-1003  * Cmax 99.63 94.94 - 104.55
PD similarity GIR AUCO-24h 94.92 86.95 - 103.62

GIRmax 96.44 89.33-104.11

GIR (mg/kg/min)

4 8 12 16 20 24
Time (hour)

MYL-1501D0 (Process V) — — —- MYL-1501D (Process VI) — - — US Lantus (reference)

Adapted from the Multi-Discipline Review available on drugs@FDA 23



https://www.accessdata.fda.gov/drugsatfda_docs/nda/2021/761201Orig1s000MultidisciplineR.pdf

Clinical Program Example 2: CT-P10 vs US-Rituximab

PK Similarity Study in patients with rheumatoid

arthritis using the therapeutic dosing

AUCD-14 —_—

AUCO-last

Mean (SD)
serum

concentration |,

(mcg/mL) ]

AUCO-inf —_—

Cmax

Predefined Similarity Margin

80 90 100 110 120 130

> -
=

.

Time (Days)

Comparative Clinical Study in patients with
low tumor burden follicular lymphoma for

comparing efficacy, safety, and
immunogenicity

Overall Response, n (%)

US-Rituxan

108/130 (83.1%) | 104/128 (81.3%)

ORR Difference, (90% Cl)

0.7981-1.0796

Equivalence margin 0.83-1.17
Immunogenicity Similar
Adverse events Similar

Adapted from Oct. 10, 18 FDA ODAC Slides: Slides from the October 10, 2018 Meeting of the Oncologic Drugs Advisory Committee
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https://public4.pagefreezer.com/content/FDA/04-03-2022T19:30/https:/www.fda.gov/advisory-committees/advisory-committee-calendar/october-10-2018-meeting-oncologic-drugs-advisory-committee

Rituximab-abbs (CT-P10) Licensed for Multiple Indications 1 2:

Adult patients with Non-Hodgkin’s
Lymphoma (NHL)

* Adult patients with Chronic
Lymphocytic Leukemia (CLL)

 Rheumatoid Arthritis (RA)

* Granulomatosis with Polyangitis
(GPA) and Microscopic Polyangiitis
(MPA) in adult patients

1 See USPI for full indication text: Nov 28, 2018 USPI
2 See USPI for full indication text: Feb 04, 2022 USPI

The concept of extrapolation is based on:

All available data and
Information in the biosimilar
application

o FDA's previous finding of
safety and efficacy for other
approved indications for the
reference product

Knowledge and consideration of various
scientific factors for each indication

25


https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/761088s000lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/761088s018lbl.pdf

Interchangeable Biosimilars

To date, FDA has approved 4 interchangeable biosimilars to 3 different reference products

N
e Semglee (insulin glargine-yfgn)
e Rezvoglar (insulin glargine-aglr))

e Cyltezo (adalimumab-abdm)

~

e Cimerli (ranibizumab-eqrn)

Clinical immunogenicity study comparing these products
and U.S. Lantus was not considered necessary*

Based on product-dependent factors, switching study was
conducted for interchangeability determination

Based on product-dependent factors scientific justification

supported switching study was not needed

*Draft Guidance for Industry: Clinical Immunogenicity Considerations for Biosimilar and Interchangeable Insulin Products, 2019 https://www.fda.gov/media/133014/download; 26

Review Documents available at: Drugs@FDA: FDA-Approved Drugs



https://www.fda.gov/media/133014/download
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm

Switching Between Products — Literature Highlights
& Conclusions

Reviews™ of randomized and real-world studies do not suggest that switching from a reference
product to a biosimilar results in efficacy, safety, or immunological issues

Reviews*” of randomized and real-world studies show that single or multiple switches between
the reference product and its biosimilars had no negative impact on efficacy, safety, or
immunogenicity

Nocebo effect: Some studies report higher discontinuations in switched patients based on
patient-reported outcomes without changes in objective parameters

Based on available data from randomized and real-world studies, no differences are observed in
efficacy, safety, or immunogenicity following one or more switches, with the exception of nocebo
effects.

Theoretical safety and immunological concerns with switching have not been demonstrated in patients

*Selected publication: Barbier et al. 2020 reviewed 178 studies with one or more switches between RP and BP totaling nearly 21,000 switched patients.
#Selected publication: Kurki et al. 2021 includes analyses for 23 biosimilar mAb and fusion proteins and represents over 2 billion treatment days o7



https://pubmed.ncbi.nlm.nih.gov/32236956/
https://pubmed.ncbi.nlm.nih.gov/34596876/

Using Biosimilar and
Interchangeable Products



Using Reference, Biosimilar, and Interchangeable Products

* Patients and health care providers can be confident in the safety and effectiveness of a
biosimilar and interchangeable product and prescribe them by name, just as for the

reference product.

* Biosimilar and interchangeable biosimilar products can be used in patients who have
previously been treated with the reference product (i.e., treatment-experienced), and in
patients who have not previously been treated with the reference product (i.e.,

treatment-naive).

Meets FDA’s rigorous Safe option Effective option

* Interchangeable biosimilars may be substituted Spproval.stendarcs fonpatiants fovjpatisnits

29

for the reference product without the intervention

of the prescribing health care provider,

subject to state laws.



Biosimilar and Interchangeable Labeling

Reference Product
The labeling summarizes the scientific information health care

practitioners need for safe and effective use of the product.
-

A biosimilar is not required to have the same labeling as its reference rereRgycs R
product (e.g., a biosimilar can be labeled for fewer than all conditions ﬁfw”ﬂ
of use or there may be differences in storage/preparation, or L
Dosage: See Prescribing
H Information
presentation). <

Health care professionals are advised to review the labeling (i.e.,
prescribing information) of the biosimilar to determine the conditions
of use (e.g., indications, dosing regimens) and routes of administration =

Biosimilar Product

for which the biosimilar is approved. AR
(replicamab-cznm)
FDA recommends that Highlights of Prescribing Information contain a ‘@Ff”
“Biosimilarity Statement” describing the product’s relationship to its { ?E"upﬂ’dt‘”u
reference product. A

30



Biosimilar Labeling cont.

HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
PROPRIETARY NAME safely and effectively. See full prescribing
information for PROPRIETARY NAME.

PROPRIETARY NAME (nonproprietary name) dosage form, route
of administration, controlled substance symbol

Initial U.S. Approval: YYYY
NEXSYMEDO (replicamab-cznm) is biosimilar* to JUNEXANT (replicamab-hjxf).

WARNING: TITLE OF WARNING
See full prescribing information for complete boxed warning.

e Text (4)

e Text (5.x)
---------------------------- RECENT MAJOR CHANGES-======s=sseersammamnnas
Section Title, Subsection Title (X.X) MYYYY
Section Title, Subsection Title (x.x) M/YYYY
----------------------------- INDICATIONS AND USAGE---r==ssssemsemmmmnenmmnans

PROPRIETARY NAME is a (insert FDA established pharmacologic
class text phrase) indicated for ... (1)

¢ Indication #1
¢ Indication #2
¢ Indication #3

e Text(2.x)
o Text(2.x)

Strength 1, in a single-dose prefilled syringe
Strength 1, in a single-dose prefilled autoinjector

............................... CONTRAINDICATIONS =esssmassssnnsannnsnnsnnnnnnns
o Text(4)

« Text(4)

------------------------ WARNINGS AND PRECAUTIONS-=-msnemmmmmccmmanaaa
e Text (5.x)

o Text(5.x)

------------------------------- ADVERSE REACTIONS ----mmmmmmmmee e e

Most common adverse reactions (incidence > x%) are text (6.x)

To report SUSPECTED ADVERSE REACTIONS, contact name of
manufacturer at toll-free phone # or FDA at 1-800-FDA-1088 or
www.fda.govimedwatch.

o Text (7.x)
e Text (7.x)

*Biosimilar means that the biological product is approved based on data demonstrating that
it is highly similar to an FDA-approved biological product, known as a reference product,
and that there are no clinically meaningful differences between the biosimilar product and
the reference product. Biosimilarity of NEXSYMEO as been demonstrated for the
condition(s) of use (e.g., indication(s), dosing regimen(s)), strength(s), dosage form(s), and
route(s) of administration described in its Full Prescribing Information.

Revised: M/IYYYY
31



Key Takeaways

Fact: FDA-approved biosimilars are as safe and effective as their original biologic and you
can expect biosimilars to have the same benefits and risks as the original biologic.

Fact: FDA’s approval of an interchangeable biosimilar does not indicate a higher standard
than biosimilarity (all interchangeables are also biosimilar), but that it underwent further
evaluation to allow it to be substituted for the reference product without consulting the
health care prescriber.

Fact: Patients and healthcare providers do not need to wait for a biosimilar product to be
approved as an interchangeable product. Biosimilars are safe and effective, just like the
reference product to which they were compared.

Fact: Biosimilar and Interchangeable labeling is not required to be the same as the
reference product, but is expected to incorporate relevant data and information from

reference product labeling.
32



Resources for Health Care Providers



Purple Book:

Database of Licensed Biological Products




FDA

The Purple Book Database

The Purple Book Database contains information on all FDA-licensed (approved) biological products

regulated by the Center for Drug Evaluation and Research (CDER), including licensed biosimilar and
interchangeable products, and their reference products.

The Purple Book also contains information about all FDA-licensed allergenic, cellular and gene

therapy, hematologic, and vaccine products regulated by the Center for Biologics Evaluation and
Research (CBER).

The database can be found at PurpleBookSearch.fda.gov

n ! S Purple Book i aO.

By

P Database of Licensed Biological Products B0V i g

Purple Book Homepage The Purple Book database contains information on all FDA-licensed (approved) biological products requlated by the Center for Drug Evaluation and Research (CDER), including licensed biosimilar

and interchangeable products, and their reference products.
About Purple Book

The Purple Book also contains information about all FDA-licensed allergenic, cellular and gene therapy, hematologic, and vaccine products regulated by the Center for Biclogics Evaluation and

12N Research (CBER).
FAOs

Enter a product's proprietary (brand) name or the nonproprietary (proper) name to find biological products. As you type, a list of potential results will begin to appear below the search box
Patent List based on what you are typing. Click on a product from the auto-populated results list below to view the results page. The results page for your selected product will include all biological
Downioad Purple Book Data products that share a core name (i.e., biosimilar, interchangeable, reference, and related hiological products).

Q, Enter at least 3 letters

Advanced Search Dafabase lasf updafed: May 09, 2023

35


https://purplebooksearch.fda.gov/

Purple Book's Features A2

The database provides patients, payors, clinicians, and others with an accessible, easy-to-use
online search engine with more information about FDA-approved biological products, including
biosimilar and interchangeable biological products, and their reference products.

Features tailored to different user needs, including:
= Simple Search and Advanced Search

=  User Guide with detailed instructions for site
location functions

=  Auto-populated search results

= Additional advanced search filters
= Data download and export options
= Product label links

= Show/hide sortable data column options

= Searchable glossary of terms

36



Homepage & Simple Search FDA

O i Purple Book O i O,
¥:00%:2 Fa00%:

Database of Licensed Biological Products

Purple Book Homepage The Purple Book database contains information on all FDA-licensed {approved) biological products requlated by the Center for Drug Evaluation and Research (CDER), including licensed biosimilar

and interchangeable products, and their reference products.

About Purple Book

—— The Purple Book also contains information about all FDA-licensed allergenic, cellular and gene therapy, hematologic, and vaccine products regulated by the Center for Biologics Evaluation and

serhuoe Research (CBER).

FAQs =)
Enter a product's proprietary (brand) name or the nonproprietary (proper) name to find biological products. As you type, a list of potential results will begin to appear below the search box

Patent List @ based on what you are typing. Click on a product from the auto-populated results list below to view the results page. The results page for your selected product will include all biological

Download Purple Book Data @ products that share a core name (i.e., biosimilar, interchangeable, reference, and related biological products).

@ Q. etan|

Enbrel (efanercept)

BLA Number: 103795 351(a)
Enbrel Mini (etanercept)

BLA Number: 103795 351(a)

Erelzi (elanercept-szzs)

BLA Number: 761042 351(k) Biosimilar

Erelzi Sensoready (efanercept-szzs)

BLA Number: 761042 351(k) Biosimilar
Eticovo (etanercept-ykro)
BLA Number: 761065 351(k) Biosimilar
@ Advanced Search Database last updated: May 09, 2023
37



Poprieaey Name Simple Search Results

Erelzi
Erelzi Sensoready Purple Book
Database of Licensed Biological Products

@ Simple Search Results for: Erelzi @ "= ==47¢ Navigeie o Advanced Searcit

The Simple Search Results page for the selected product includes all biological products that share a core name (i.e., biosimilar, interchangeable, reference, and related

Proper Name

eranercept-s2zs

ological progucts).

Matching card colors indicate a biological product is biosimilar 1o or interchangeable with a reference product

Biosimilar(s) ©

@ FRODUCT LABEL

Proprietary Mame Proprietary Name
Eralzi Eticovo
Erelzi Sensoready

Proper Name
Proper Name etanarcapt-ykro

etanercept-szzs

u.s. FOOD & DRUG 2
AR ETRATION ﬁ ”

P PRODUCT LABEL

P PRODUCT LABEL

D L B e e e e T Ee T e e
S e —

Drugs@FDA: FDA-Approved Drugs
i e Interchangeable(s) ©@

No interchangeable data at this time.

Reference Product(s) @

pa— Proprietary Name
Enbrel

Enbrai Mini

Proper Name
efanerceapt

&g 2 / «

P PRODUCT LABEL

[

Pt Ptk et

IR e
B s ke s T To view a list and definitions of Product Presentation icons (e.q., E £* ), click here. Hover over icons to view additional information 38

Grayed out Product Label links indicate that there is no product label available for the product




Product Details
o | Purple Book O i
100 : & 007

Database of Licensed Biological Products

Purple Book Homepage . . ‘
Product Details for: Erelzi, Erelzi Sensoready | <RETURNTO SEARCH RESULTS

About Purple Book
User Guide I Product Label Grayed out Product Label links indicate that there is no product label available for the product
FAQs CR &
Product Number Dosage Form Route of Administration Strength Product Presentation License Type Proprietary Name Status
Patent List
Download Purple Book Data 001 Injection Subcutaneous 25MG/0.5ML Pre-Filled Syringe 351(k) Biosimilar Erelzi Rx
002 Injection Subcutaneous S0MGML Pre-Filled Syringe 351(k) Biosimilar Erelzi Rx
003 Injection Subcutaneous S0MGIIL Autoinjector 351(K) Biosimilar Erelzi Sensoready Rx
Proper Name Reference Product Proper Name @ Reference Product Proprietary Name BLA Number
etanercept-szzs etanercept Enbrel 761042
Applicant Original Approval Date Date of First Licensure
Sandoz Inc. 08/30/2016

¢ RETURN TO SEARCH RESULTS 39



Purple Book Homepage

About Purple Book
User Guide

FAQs

Patent List

Downlead Purple Book Data

Advanced Search FDA
Purple Book o
urple Boo @g}o(

Database of Licensed Biological Products

Advanced Search

Enter data into the search box to search all products in the Purple Book. Click ‘Additional Search Filters' to expand your search by entering additional terms or selecting from the drop-down list.
The Advanced Search table below will update in real time and display all products that match any of the terms entered.

Search /& etane]

- YT & B8 O X Showing 110 12 of 12 rows mmws per page
Product Label Applicant Proprietary Name “ Proper Name License Type Strength Dosage Form Route of Administration Product Presentation Status
Immunex L ) ) :
& ) Enbrel etanercept 351(a) 25MG For Injection Subcutaneous Single-Dose Vial Disc
Corporation
Immunex
& ] Enbrel etanercept 351(a) 25MG For Injection Subcutaneous Multi-Dose Vial Rx
Corporation
Immunex
& ) Enbrel etanercept 351(a) 50MG/ML Injection Subcutaneous Pre-Filled Syringe Rx
Corporation
Immunex
& ) Enbrel etanercept 351(a) 25MG/0.5ML Injection Subcutaneous Pre-Filled Syringe Rx
Corporation
Immunex _— ) '
& ) Enbrel etanercept 351(a) 25MG/0.5ML Injection Subcutaneous Single-Dose Vial Rx
Corporation
Immunex
& ) Enbrel etanercept 351(a) 50MG/ML Injection Subcutaneous Autoinjector Rx
Corporation
Immunex - _— : )
& ) Enbrel Mini etanercept 351(a) 50MG/ML Injection Subcutaneous Single-Dose Cartridge Rx
Corporation
& Sandoz Inc. Erelzi etanercept-szzs 351(k) Biosimilar 25MG/0.5ML Injection Subcutaneous Pre-Filled Syringe Rx
& Sandoz Inc. Erelzi etanercept-szzs 351(k) Biosimilar  50MG/ML Injection Subcutaneous Pre-Filled Syringe Rx
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Interchangeable Products

Biosimilar(s) @
No biosimilar data at this time. P I'Dpri Ela rf H ame
Rezvoglar

Proprietary Name
Semgles

Interchangeable(s) @

Proper Name
insulin glargine-agir

/s

P PRODUCT LABEL

Proprietary Name Proprietary Name
Rezvoglar Semglee

Proper Name
insulin glargine-yfgn

g /

Proper Hame Proper Name
insulin glargine-aglr insulin glargine-yfgn

i E 7/

P PRODUCT LABEL P PRODUCT LABEL

Reference Product(s) @
I PRODUCT LABEL

Proprietary Name Proprietary Name Proprietary Name
Basagler Lantus N
Proper Hame Proper Name Proper Name
insulin glargine insulin glargine insulin glargine
V4 i /7 7 E 7 Proprietary Name
I PRODUCT LABEL P PRODUCT LABEL I PRODUCT LABEL Lantus

Proper Name
Proprietary Name 5 5 .
oo insulin glargine
Proper Mame
insulin glargime E /

A

/7

P PRODUCT LABEL

P FRODUCT LABEL

https://purplebooksearch.fda.gov 41
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Interchangeable Products,

Proprietary Hame: Proprietary Hame Progrietary Name
Abrilaca Armjavizz Hadlima °
== = Continued
aoaimumab-afrh adamomab-atto adalimormat-twad
g o» 2 ¢ 2 Proprietary Name
I FRODUCT LAEEL Wl FRODUCT LABEL I PRODLUCT LAZEL E_:f'lltezﬂ
Proprietary Name: Proprietary Hame Progietary Name Prﬂper HamE
Huiio Hyrimor Idacin
rape Hame Propes Hsme —— adalimumab-adbm
adaiimumaé-fign 2dabmumab-adar adalimermat-aac
# 7 2 7 & 7

B FRODUCT LAEEL @ FRODUCT LABEL

Poa

Proprietary Hame:
Vasimry

IF FRODUCT LABEL

Proper Hame
adalimumat-agvh

F 4

W PRODLICT LAEEL

Proprietary Name
Humira

Interchangeableis) @

Proper Name

# adalimumab

B FRODUCT LAEEL

Reference Product(s) @ i rd /

IF FRODUCT LABEL

g = /

e https://purplebooksearch.fda.gov 42



https://purplebooksearch.fda.gov/

Glossary of Terms

X
Glossary

Search for a term...

Example: "Biosimilar"

351(a)
351(k) Biosimilar

351(k) Interchangeable

Applicant (sponsor)

Approval Date

Biological Product

< =N




Biosimilar Education and Outreach



FODA
Education and Outreach .

FDA is committed to developing effective communications to improve
understanding of biosimilars among patients, health care providers and payors

— Engaging with health care professional and patient stakeholders

— Developing educational materials for health care prescribers, pharmacists, and
patients

Education is an undertaking that requires multi-stakeholder engagement

FDA is committed to fulfilling their important role as one of many stakeholders
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Communication Challenges

Lack of awareness and information gaps

Low health literacy

Concerns about safety and efficacy

Lack of trust

Concerns about cost and equivalency to existing treatment
Negative perceptions and expectations leading to nocebo effect
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ABMINISTRATION

"4 [oT] U.S. FOOD & DRUG

Biosimilar Regulatory Review and Approval

are Provider Materials

L’ ADMINISTRATION

I’% =7 u.5. FOOD & DRUG
M

Overview of Biosimilar Products

{ @ (=1 u.s. FOOD & DRUG

APMINISTRATION
S

Interchangeable Biological Products

Biological products |biologics) are the fastest-growing class of medications in the Unitad States
and account for a substantial and growing portion of health care costs. The Biologics Price
Competition and Innovation Act of 2009 created an abbreviated approval pathway to provide
patients with greater access to safe and effective biological products. This pathway helps
raduce the time and cost of development without compromising safety and effectivenass.

Overview of the Approval Process

= Al FOA-approved hiologics undergs a rigorous # Tha abbreviated pathway ivvolves an extensive structural
evaluation so that health care providers and patients and fnctional comparisan of the Bicsimilar and the
£an be canfident of the safety, effectveness, and quality reference product.
of these products.

# Beczuss bislogics are usually made in cells, awen with
iduntical amina acid seguencas, there will bo inhrent
wariations Hor mample, ghycosylation] that reswlt from
the manufacturing process in any beich or desa.

= A bicesimnilar is a hiologsc that is highly simillar to and
has ne clinically mesningful diffierences from an
existing FDW-spproved hiological medication, called
a referonce product.
s Az part of the spproval process for both reference
» A reforence product is approved in 3 standalona prodiscts and bicsimilars, FOA sssoszes
applicaticn that must contain all data and information marufacturer's strategy to control for the pattern and
necoszary o demonstrate the product’s safoty degroe ofvariations between difforamt batches o that
and cfioctieress. safoly and effectivenass don't change.

* The goal of 2 Bissimilar development program is
to demonstrate biosimilarity betwoon the proposed
binsimilar and its reference product, not 1o
independently establish the saiety and effectieness
of the proposed hiosimilar. This generally means that
binssmilar manufacterers do not need to conduct as
many expensie and lengthy denical trials.

» FOA monitors the safety and effectveness of 2l
medications after their approval. This involves nspecting
manufacturing facilities and reviewing manuiactores,
providier, and patient safety reports made o FOW.

Tha aitrmi ke ey v an i strsciaal
are fusch ol camzarien of the Sraimitr and e
rafarerce prodart.

ALl becioryes v varatons 1 p
M amsmsses 3 manstacurers s
mcian! civartatze hetvsen 3 Fierent Batches daring e
approeal proceas for il binlogicl prodecta.

FI rronfory te 3ty 3 affectvers of al
rmecicaions afer their aperoval.

Biosimilars ara safe and effective biological medications for treating many illnesseas, including
chronic skin diseasas, such as psoriasis; inflammatory bowel diseasas, such as Crohn's disease
and ulcerative colitis; arthritis; kidney conditions; diabetes; and cancer. These medications can

provide more treatment options and potentially reduce costs for patients.

Biosimilars Are Biolegical Products

# Binlogical products, or bislogics, are generally lange,
complex melecules that are made from living sources
=uch as hacteriz, yez=, and aramal colls. Dn the
other hard, drugs made from chemicals are smaller
medocules and easior to cogy.

» Becauso they generally coma from lwing erganisms,
hinlogics inherently contzin marmy slight wanations from
batch to batch, and their structenes sne genarally more

Molecule Comparison

Monoclonal
Antinody

complex than those of cther medications. As a result,
biolegics are often more complicated to purify, process,
and manutacturs.

» There are many types of iologics approved for use
in tha United States, including therapewtic proteins:
wacomes; blood, blood companents, and their dervatines:;
allergenic products; and monoclonal antibodies.

Dvarviaw of Binsimilar Proseas | 1

An interchangeable biological product is a biosimilar that meets additional requirements and

may be substituted for the reference product at the pharmacy, depending on state pharmacy

laws. Interchangeable bislogical products [alss called interchangeable biosimilars or

intarchangeable products] may help increase patient access to biologics.

Interchangeable Biosimilars

= An interchangeable biosimilsr may be substitutsd at = ot all biosimilars are interchangeable. Companies
the pharmacy for the roference product without the st submit an application with adequats information
inkervention of the prescribing health care provider — to suppart an inberchangeability determanation for their

much like how genenc drugs are routinely substituted produsct to be apprved 2 an interchangeable biosmilar.
for Brand-name drugs.

Pharmacy- Level Substitution

7

Soccr preacrims e Scrigsgae e pharmeacy
relarance paduc

i
imatanguatla soamis

Interchangeable Biosimilar Approval Process

» Unlie 2 reference produsct, which is approved
ina standalore applicsticn, al! biossmilsr and
intzrchangesile biosimilars are approved through
an abbeoviated patimeay that compares the product
to the reference product to show baosimilarity.

For spproval a5 an interchangeable biosimilar,
manufzcturers must provide additions! data thae
reflect how the mtenchangeable biesimilar may be
usad in the marketplace with patkents. Like generic
dnegs, patients receiving their medications through
their pharmacies may switch between a brand-name
binlogic and an nterchangeable biosamilar.

» To assess the safety of switching. manufacherers
genarally conduct studies in which patients alternate
between the reference product and the interchargeable
biosimiler and compare those petients 1o pationts whe
are just being trested with the reference product. The
results must show no decrease in effectiveness or
incroase in s=fety risk associated with switching.

» Whalo thes addstional informatson halps FDA to
determana the safety of pharmacy-lowel substibution,
this does not mean that an interchangeable sesimilar
is safer or mora affectie than other beosimilars.

Al biclogecal prodwcts ane approwed only after they mest FOA's rigonous approval standards, so health cre professionals
and patients can be confident in the safety and effectvenass of a biosimilar product, whether or rot it ks also been
appeowed as an interchangesble bicsimiar, just == they would be for a reference product.

Explora FOAs biosimilar resources for health care professionals at www _fda.gov/biosimilars.
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FDA Biosimilar Materials for Patients

www.fda.gov/drugs/biosimilars/basics-patients

Biosimilar Basics

Biosimilars are a type of biologic
medication that is safe and
effective for treating many
illnesses, such as chronic

skin and bowel diseases,
arthritis, diabetes, kidney
conditions, macular
degeneration, and

some cancers.

* English and Spanish fact sheets,
infographics, articles, and more

Most biologic medications have minor
differences between batches because they
generally are made from living sources [such
as animal cells, bacteria or yeast). Biologics
are developed using advanced science and
usually given by injection.

Biesimilars are FDA-approved medications
that are very similar, but not identical, to another
medication — the original biologic already
approved by FDA.

A biosimilar and its original
biologic are made from the
same types of sources — and
have the same treatment
risks and benefits.

Biosimilars:

What Patients With Diabetes Need T]

¥ Given the same way

Making more treatment
options available ...

Biosimilars are FDA-
approved biologic
medications that are
compared to another
medication - the
original biologic.

Biosimilars are types of biologic medicatior efits

that are safe and effective for treating mar
chronic and severe conditions, including
diabetes, as well as:

Chronic skin Macular
diseases Degeneration
{such as p ]

Chronie bowel ea Arthritis

ase, and i
bowel disorder]

B same ben
potent'\a\

Same
@ side effects
game strength
and dOSage

A Given the same Way

Bios rs can be made by multiple companies which may
lower their cost — similar to generic drugs. Biosimilars are
like generics in some ways but different in others.

Biosimilars Generics

Generally made from (iving
sourc

Generally made from
chemicals

m/ERXRM SRR

Require a specialized Have a simpler process
process fo produce ta copy

Very similar, but nat identical,

o original bicogice Capy of brand-name drugs

Kidney

@ conditions

Usually less expensive than
ariginal bialogics

Usually less expensive than
brand-name drugs.

Diabetes

© ©®

Some cancers
[ east, lung,

p2Y U.S. FOOD & DRUG

ADMINISTRATION

The regulation of insulin as a biologic allows multiple companies
to make biosimilar versions of “brand name" insulins, similar to Has insulin always been
how generics are versions of brand name drugs. a biologic?

Biosimilars may provide . \N
patients with more access to ‘
important treatments and an ﬁ‘

k)

A biosimilar is very similar, but not identical, to an original biologic
opportunity to Save money.

{also known as a reference product] that FDA has already approved.
For biosimilars to be approved by FDA, studies must show that there
are no differences in the safety and effectiveness of biosimilars and
their original biologics.

Although insulin is made in
living cells, it was historically
regulated as a drug made from
chemicals. Insulin and other

More options Lower costs.

Both a biosimilar and its original biologic

Are made from the same types of sources [e.g., living sources|

Provide the same benefits when treating diseases or medical
conditions

Are given at the same strength and dosage

Are not expected to cause new or worsening side effects

drugs that meet the criteria for
abiologic are now regulated as
biologics. This does not change
the ingredients of insulin or
how you obtain medication at
the pharmacy.

Biosimilars are approved by FDA after a careful
review of data, studies, and tests conducted

by companies.

Review patient

FDA monitors the safety
and effectiveness of all
medications after their
approval.

For more information on biosimilars, visit

www.FDA.gov/biosimilars

and talk to your doctor to learn more.
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FDA Biosimilar Materials in Spanish

(QUE ES UN BIOSIMILAR?

conceptos béSicos - S .' ;i I.Inhi.ulin'.lllnruunprnduclﬂhiet&gicn
R - ; el el
de los Biosimilares == [ oo s . @ .

le conoce como un producio de referencia,
Lﬁlp'ﬁdutlﬂidi‘ rﬂtrm-avlm abbculan randes, Producidon de Culdadznamants
e gl gEndrslmenis I T rieon of SAEAL pATE
biosirmilares son: cerplEan sy hegrar und
caladad uratprmes

para los pacientes

Un biesimilar es muy similar a un preducto de referencia

Para su aprobacian, fugron comparadas
las estruciuras y las funciones de un
biosimilar aprebado con un producto de
referancia, examinando caracteristicas

hlater Share clave tales como: Parsrs Entructurs melscular Rissrinid sl
Las datns do sitas comparsrinss deben demostngs qoe ol
bsceemelar e oy senilar ol producis de referencia.

Los biosimilares e o s R

Los estudios se realizaron para

demostrar que los biosimilares no tiznen

diferencias clinicamente significativas

= b‘ Y > =R % \g en cuanto a sequridad, pureza o potencia

E / E / [seguridad y eficacial en comparacin  Fetedislarmcecilies, .E.ﬂ:'.::.;: I
= & = K con el producto de referencia: witutke farmacndimicy vor npcenacion

Lies #studens s pusden resl irar on forma
shibagrineedenn 0 g oot bl

Articulos en espafiol

FDA Los biosimilares

Alimentos y Bebidas

Dispositivos Médicos

Dispositivos que Emiten
Radiacién

Fraude en la Salud

Medicamentos

Un biesimilar e= aprobade por la FOA después de una evaluacion y pruebas

exhaustivas por parte del solicitante
Nuricidn iprY U.S. FOOD & DRUG : .

Los prescriptores y pacientes no deben
Productos de Tabaco ADMINISTRATION temer inquietudes acerca del uso de estos

medicamentos en lugar de los productos

de referencia porque los biosimilares: Cumplen con sy S Eabrican an !-lluhuﬂ-l-li-tmu
Productos Veterinarios T p——— [ — PO "
A Bpribadn Wil b s s Eemial A i
e s FO T FOA BATE BATRRNE N P
sejp v et il
Salud de la Mujer X
English
i b
salud Infantil Visite www.FDA.gov para conocer mibs acerca de los biosimilares. | i 3. FOOD & DRUg
aludintantt La Administracién de Alimentos y Medicamentos de los EE.UU. (FDA, por sus siglas en ._ DUINITIAT B

inglés) ha aprobado medicamentos biosimilares para tratar enfermedades como el cancer,

Vacunas, Sangrey Productos la enfermedad de Crohn, la colitis, la artritis reumatoide, la psoriasis y otras.

Biologicos

Pero, équé son los medicamentos biosimilares y biolégicos intercambiables? Para



Curriculum for Health Care Degree Programs

* The Biosimilar Curriculum Toolkit contains multiple types of
resources to assist teaching faculty who would like to
integrate topics about biosimilars into the training they
provide students.

* The materials included in the toolkit were designed to
meet a variety of teaching needs and contain foundational

and more in-depth information by levels. Interehiangeavie

— Level 1 is foundational and provides a high-level
overview of foundational topics.

Reference Products

— Level 2 materials provide an in-depth look at scientific ~ 1opics covered:

and regulatory topics and their practical applications. * Biologics, biosimilars, and interchangeability
e The approval pathways for biological products
« Materials include information sheets, slide decks, videos, * Manufacturing and variation in biological products
case studies, discussion questions, and more. e Labeling and prescribing biosimilar and interchangeable

biosimilar products
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Medscape Continuing Education

FDA is supporting the development of a series of continuing education (CE) courses through
Medscape about biosimilar and interchangeable products. This includes 4 courses in 2022 and

a dedicated website for the content.

Medscape

MEWS & PERSPECTIVE  DRUGSEDISEASES ~ CMEZEDUCATION  ACADEMY  VIDED  DECISION POINT

AVIGATING THE MAZE: EXPERT GUIDANCE ON UNDERSTANDING AND INTEGRATING BIOSIMILARS IN PRACTICE

From Medscape

CME/ABIMMOC/CE
Putting the Patient Into Perspective: Strategies for Educating
Patients About Biosimilars

Authers: Stephen B. Hanaver, MD
CME/ ABIM MOC / CE Released: 2222022 Valid for credit through: 28222023

MBdSC&pG Thursday, September 1, 2022

NEWS & PERSPECTIVE ~ DRUGS & DISEASES ~ CME&EDUCATION ~ ACADEMY  VIDEO  DECISION POINT

NAVIGATING THE MAZE: EXPERT GUIDANCE ON UNDERSTANDING AND INTEGRATING BIOSIMILARS IN PRACTICE

From Medscape Education Family Medicine

CME / ABIM MOC / CE
Biosimilars 101: A Primer for Your Practice

Authors: Jonathan Kay, MD

CME/ ABIM MOC / CE Released: 5/12/2022 Valld for credlt through: 5/19/2023

M@dSCElpG Thursday, September 1, 2022

NEWS & PERSPECTIVE DRUGS & DISEASES CME & EDUCATION ACADEMY VIDEO DECISION POINT

NAVIGATING THE MAZE: EXPERT GUIDANCE ON UNDERSTANDING AND INTEGRATING BIOSIMILARS IN PRACTICE

From Medscape Education Oncology

CME / ABIM MOC / CE
Test Your Skill: Incorporating Biosimilars Into the Management of
Patients With Immunological Conditions

Authors: Steven Feldman, MD, PhD

CME / ABIM MOC / CE Released: 6/15/2022 Valid for credit through: 6/15/2023

MedSCElpe Thursday, September 1, 2022

NEWS & PERSPECTIVE DRUGS & DISEASES CME & EDUCATION ACADEMY VIDEO DECISION POINT

NAVIGATING THE MAZE: EXPERT GUIDANCE ON UNDERSTANDING AND INTEGRATING BIOSIMILARS IN PRACTICE

From Medscape Education

CME / ABIM MOC / CE
Putting the Patient Into Perspective: Strategies for Educating
Patients About Biosimilars

Authors: Stephen B. Hanauer, MD

CME / ABIM MOC / CE Released: 8/22/2022 Valid for credit through: 8/22/2023




Stakeholder Engagement

FDA works with government and non- Biosimilars: Are they
government stakeholders to support the same quality?
uptake and utilization of biosimilars.

U.S. FOOD & DRUG

ADMINISTRATION

: C e Whatare What are
* USP/FDA Infographic on biosimilars and  biclogics? biosimilars? Areyouona

. Biclogics (also called biological products) A bicsimilar is a biologic that is highly I"I.I b - l - d H t H ,
q u a I Ity include a wide range of products aimilar to another biologic that's already lo og Ic me lca Ion -

such as vaccines, moncclonal antibodies, FDA-approved, called a reference

blood components, allergenics, product. Biosimilars have no clinically
gene therapy, tissuss, and proteins. maaningful differencas from their =y w hat you ne ed tO k now a b 0 ut
= - refarence product in tarms of safety, . . . .
: T st o erpentrmarin” purity. ancipotency. e biosimilar treatment options.
* FDA/ FTC educational resource for 4" can nlade arimal coe an Biosimiars have the same: N
migrcorganisms, such as yeast and
. . . . beaberia'. ¥ FRouteof 5 Strength and
patlents a bout bIOSImIIa r treatment _l_f_{, Theyy ars ussd o trest s varisty of ;‘i’ sdministraticn —l-— dc::gnfc:'m The U.5. Food and Drug Administration [FDA] has approved many biologics [also
:;-" :: dssames and conditions, such os 6 to patisnts L 12 rally made from living sources
0 pt I O n S U z?::;a:::,?::g;‘;ﬁf" end |\ y,  Potential -I:-I'dI!IDr"h. cancer, macular -:'e:j; Lo '":d:j_'l‘_;'il‘: ‘:I-ll':‘:\a_ I:‘:rv.le::ll:::s:: :Ij‘c‘\:;
[ &y sidesffects psoriasis, Crohn's disease, and ul

But biologics are often expensive and can be unaffordable, especially for people using

' 'I_j-_-_l'r-tll-_hl-.-hlppwﬁlﬂhymwhlﬂhﬂ:rﬂnnﬂpﬂlﬁl:ﬁ’.lnduﬂnll
e i ¥ Lucentiz » Remicade

[ it b Herceptin + Heulszts » Fituesn
Y n.u-u- b Meupagen

is an FOA-approved biologic thatis h nd has no clinically
ifferences from a biologic previously A, which is sometimes
d as the original biologic or reference produc ke generic drugs, biosimilars
u money and are as safe and effective as the original biologic.

Conducting stakeholder outreach and
offering education to stakeholders R ot et o o e 5
including patient advocacy organizations, I nqu“LIhdhd e
medical and professional associations,

payors, pharmacy organizations, and state

and federal governments partners.

How is a biologic like other drugs?

1 from living
proteins, living cells, and microorganisms such as bacteria or yeast.
more complex than other drugs, and more complicated to make.

sOurces suc
They usually

For mare information on biosimilars, visit www.FDA.gov/biosimilars and talk to your doctor to learn mare.
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Future Education and Outreach Plans

Materials and resources for patients:
— Videos

— Additional infographics and graphics

Materials and resources for health care providers:

— Videos

— More continuing Education course options through Medscape

— Updated educational curriculum/teaching resources for HCP schools

Continue work with multiple stakeholders to increase educational opportunities and
ensure unbiased, truthful information about biosimilars is available.

53



Resources

www.fda.gov/biosimilars for access to all the education materials and
information about biosimilar and interchangeable products.

https://purplebooksearch.fda.gov/ The Purple Book: Database of
Licensed Biological Products for information on biological products,
including if products are biosimilar to a reference product.

www.fda.gov/drugsatfda (Drugs@FDA) for information on all FDA
approved drug products, including labeling and review information.

https://www.fda.gov/drugs/biosimilars/curriculum-materials-health- cz
care-degree-programs-biosimilars for curriculum materials for health
care degree programs

Bree pros G|

Guidance Webpage for guidance related to BsUFA, including details on
BPCI (search on “biosimilar”)

CDERLearn Training and Education for FDA CE, Medscape CE, and
other education content- select "biosimilars" under topics.
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Questions?

Thank you

Visit www.FDA.gov/biosimilars to learn more about biosimilars.
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