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Bioslmilar Biobetter

Biosimilars have limitations with respect to struc-
ture i.e. they must be similar active copound as 

that of reference products

Biobetters so not have structural limitations. it 
may include molecular/chemical modifieations, 
and would therefore considered to have a dif-

ferent 'active compound' when compared to the 
priginator produc.

Biosimilars should have somewhat similar safety 
and efficacy profiles.

Biobetters should have which has improved 
safety and / or efficacy profiles.

Biosimilars are very similar to innovator products.
Biobetters are modified versions of innovator 

products.

Biosimilars are supposed to be approved fter 
demonstrating similarity between biosimilar and 

reference product i.e. through comparability 
data.

Biobetters are like new drugs and supposed 
to travel through full new drug application or 
hybrid product application with all necessary 

clinincal / non clinical trials data.

Biosimilars are not entitled to have patent protec-
tion or data exclusivity.

Biobetters may obtain patent or data exclusivity 
based on how innovative they are.
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Improvement over OriginalBiobetterOriginal BiologicS.No.

Reduced dosing frequency (once every fortnight versus three
times a veek) as well as reduced incidence of hypersensitivity

reactions

Oncaspar* (Sigma-Tau)
+ FDA approval 1994

+ Pegaspargase - E. Coli-derived
L-asparaginase covalently congugated to

monomethoxypolyethylene glycol (mPEG)

L-asparaginase
(E. coli derived)

1 Indicated for the treatment of Patients who have developed
hypersensitivity to E. coli-derived asparaginase

Erwinaze* (EUSA Pharma)
+ FDA approval 2011

+ Erwinia chrysanthemi derived
L-asparaginase

Designed to reduce dosing frequency and incidence of
hypersensitivity reactions coppared to Erwinaze*

ASPAREC* (Alize/EUSA Pharma/Jazz)
+ Phase I development

+ PEGylated recomvinant Erwinia
chrysanthemi-derived L-asparaginase

Reduced dosing frequency to once every fortnight
Aranesp* (Amgen)

+ FDA approval 2001
+ Darbepoetin Alfa

Erythropeitinalpha2

Reduced dosing frequency to once monthly
Mircera* (Roche)

+ FDA approval 2007
+ Methoxy polyethylene glycol-epoetin beta

Reduced dosing frequency (once in a 21-day chemotherapy
cycle versus once daily)

Neulasta* (Amgen)
+ FDA approval 2002

+ Pegfilgrastim
Filgrastim3

Reduced dosing frequency

EloctateTM (Biogen Idec)
+ FDA approval 2014

+ B-domain deleted recombinant Factor VIII,
Fc fusion protein (BDD-rFVIIIFc)

Antihemophilic
Factor

(Recomvinant)
4

Reduced dosing frequency (a single subcutaneous injection
instead of first seven injections of daily FSA preparation)

ELONVA* (Merck)
+ US (NDA filed)1

+ Sustained follicle stimulant (SFS)

Follicle Simulating
Hormone

5

Combination with improved efficacy over current SOC
Trastuzumab emtansine is indicated as a single agent for the
treatment of adults with HER2-positive, unresectable, locally

advanced or metastatic breast cancer who previously received
trastuzumab and a taxane, separately or in combination

Kadcyla* (Genentech)
+ FDA approval 2013

+ Trastuzuzumab emtansine or T-DM1: An
antibody-drug conjugate, combining the
HER2 inhibition of trastuzumab and the

microtubule inhibition of DM1

Trastuzumab6
Designed to improve efficacy, facilltating increased binding to
activating receptors and decreased binding to the inhibitory

receptor on immune effector cells

Margetuximab (MacroGenics)
+ Phase III Planned

+ Fc-optimized monoclonal antibody

Designed to improve efficacy; manifold higher anti-tumor
activity makes it suitable for an enlarged patient spectrum

TrasGEXTM (Glycotope GmbH)
+ Phase I completed

+ Glycol-optimized monoclonal antibody

Improved thermal stability; the formulation exhibited 9-week
stability at 55oC and was also shown to be stable at both 37oC

and 45oC for at least 6 months

Heat-stable hepatitis B vaccine formulation
(PATH, Arecor, and the University of Colorado

Denver School of Pharmacy)

Recombinant
hepatitis B vaccine

7

Designed to reduce dosing frequency; long-acting once-
weekly formulation replaces seven daily injections of currently

marketed human growth hormone

MOD-4023 (PROLOR Biotech)
+ Phase III studies ongoing

+ hGH-CTP (Carboxy-Terminal-Peptide
Technology)

Human Growth
Hormone

8
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