BIOLOGICS: BIGGER AND MORE COMPLEX MOLECULES

SMALL MOLECULE BIOLOGICALLY
ACETYLSALICYLICACID ENGINEERED ANTIBODY
(ASPIRIN)
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BIOLOGICS AND
BIOSIMILARS

HEALTH INC.

AbbVie's blockbuster drug Humira finally
loses its 20-year, $200 billion monopoly

January 31,2023 - 6:00 AMET

By Leslie Walker, Dan Gorenstein

Humirae af ',
adalimumab 1}

40 mg/0.8 mL Syringe

FOR SUBCUTANEOUS USE ONLY

9/7/2023




& Zarxio”
{oroimnde)
inccion

300 meg/0.5 mL

Cloing and pretin expression
Trans "

Gloning o DNA vector on
Jesicton

8002 @®

Tergd ONA

Posstly same Probasly aferent Diferent el exprassion
oo g sysion

Proteinproducton,puricason and validton

cen Recovey trough  Purfcsten though  Charcterizaton .

opansien

gofoms i

homatography iy

9/7/2023

Gifrer ol Dieren Diferen Breing and
ot moda, olton condrs
e condione




Example of variability between different batches of a biological medicine

Batch 1 Batch 2 Batch 3

"

ot ologial mehcne oy sailty
shadow) within the accepted ranges, for example jon (sugar tothe
protein, which smal i i

fiangles). The i )
in the same in all batches, even when these minor differences in
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‘Characteristics of originators and corresponding biosimilars of TNF-u-i products approved in the EU up to May 2020.
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THE REGULATORY PATHWAY: BIOLOGICS VERSUS BIOSIMILARS

CLINICAL STUDIES CLINICAL STUDIES

CLINICAL PHARMACOLOGY CLINICAL PHARMACOLOGY
PRE-CLINICAL PRE-CLINICAI
ANALYTIC) ANALYTICAL
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Core name /non-proprietary name — 4-lower case characters
Example Idacio® (adalimumab-aacf)

Since 2019 — FDA required that all biologics approved (originator or biosimilar)
will require a 4-letter suffix.

o Distinguish identifier for pharmacovigilance
Distinguish identifier for insurance coverage

o Distinguish identified for dispensing
Distinguish identifier for patients and provider

CYLTEZO PO
(adalimumab-adbm) Idacio’...
Injection (adalimumab-aact)
e ——
40 mg/0.8 mL PR N

» singledose refild syringe
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THE CLINICAL TRIAL
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CYLTEZO
(acalmumab-adom)

40 mg/0.8 mL




Can a pharmacist substitute an interchangeable without prior prescriber approval?
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M No [ Yes [ Yesbutwith restrictions
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Two Pager MIKE LEE June 20, 2023

US SENATOR for UTAH
Biosimilar Red Tape Elimination Act
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https://www.fda.gov/drugs/biosimilars/review-and-approval

https://doi.org/10.3390/jcm 12093271.

https://www.fda.gov.biosimilar interchangeability

https://www.fda.gov/drugs/therapeutic-biologics-applications-bla/purple-book
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