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Product Code Drug Class Indication  Target . Hi
Pre-Clinical Phase | Phase II/Iil MAA/BLA Partner 11111
EG12014* Monoclonal
(EIRGASUN®/HERWENDA?®) . Cancer HER2 m
L Antibody
Trastuzumab Biosimilar
EG1206A Monoclonal > Currently
Pertuzumab Biosimilar Antibody Cancer HER2 | Confidential
EG13084 Monoclonal
. C HER2
TRZ+PTZ (SC formulation) Antibody Ancer |
EG12112 Monoclonal
0 St Cancer PD-L1 |
EG12164 /EG12184 Monoclonal Cancer D33 >
Hemato-oncology / SC Antibody
EG12043 (TSYO.110) Antibody Drug Cancer ER) '\>
Antibody Drug Conjugate Conjugate d
~ EG12170 Antibody Drug Carcar ERo jl> -
Antibody Drug Conjugate Conjugate ik .
Specialty Biologics
EG74032 Carrier Protein for Infectious/
CRM197 Carrier Protein Vaccine Conj. N/A cancer |BtoB
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Recombinant thPH20 Heyme / disclose |BtoB
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492025-2034 B & 4] 4

Biologics with
patent expiries
2025-2034
n=118

High sales
biologics
n=48

Low sales
biologics
n=70

i Y © S

Expiry in near term

(2025-2029)
n=24

Expiry in long term
(2030-2034)
n=24

Expiry in near term
(2025-2029)
n=36

Expiry in long term
(2030-2034)
n=34

Biosimilars in development
n=11

No biosimilars in development
n=13

No biosimilars in development
n=24

Biosimilars in development
n=1

No biosimilars in development
n=35

No biosimilars in development
n=34

L

Share of total

biologic expiries
(n=118)

9%

11%

20%

<1%

30%

29%

Source: IQVIA Ark Patent Intelligence, IQVIA Forecast Link, Jun 2024; IQVIA Global Biosimilars Database, Sep 2024; IQVIA Institute, Dec 2024.
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US FDA May Be Shifting Its Thinking On Biosimilar Trials /| ”” ””m
£ FIFDAY 2 AP B E TR R- Bre - ik ap st ’Mﬁ'%’”””

05 Mar 2025
e By Dave Wallace

Two recent disclosures from Xbrane Biopharma and Formycon demonstrate the evolving US Food and Drug Administration thinking about the need for Phase Il trials to support biosimilar
filings

The US Food and Drug Administration is increasingly open to approving biosimilar filings without full Phase Ill clinical trial data.
Two recent company disclosures revealed agency scientific advice indicating applications could be approved without the usual suite of supporting trials.

Phase Il trials are not a formal necessity for biosimilar approval. The FDA evaluates each proposed biosimilar individually and advises manufacturers on the scope and extent of testing
necessary to show biosimilarity.

Supporting data to demonstrate biosimilarity can include analytical studies as well as clinical trials, but the FDA reserves “discretion to determine that an element is unnecessary in a
proposed biosimilar application.”
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