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Biologic or
Biosimilar?

It doesn’t matter which.

Here’s why.

Same high manufacturing standards
Produced in the same way
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stablished 15 year

Access and patient support
Robust programs are available with all brands
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Bottom line: Starting and staying on therapy is key, and biosimilars are not a compromise.
You can feel confident about your treatment no matter what brand is selected.
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FDA = U.S. Food and Drug Administration.

References:

1.

GIEEAEN

10.

.
12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24.

25.

26.

27.

Padda, I.S., Bhatt, R., Rehman, O. et al. Biosimilars use in medicine for inflammatory diseases. Updated 2022 Jan 6. In: StatPearls
[internet]. Treasure Island, FL: StatPearls Publishing; 2022. https:/www.ncbi.nim.nih.gov/books/NBK574572/#_NBK574572_pubdet_.
Schellekens, H., Smolen, J.S., Dicato, M. et al. Safety and efficacy of biosimilars in oncology. Lancet Oncol. 2016;17:e502-e509.
Howden, C.W.,, Lichtenstein, G.R. Meeting report: AGA biosimilars roundtable. Gastroenterology. 2018;154:e1-e5.

Weise, M., Kurki, P., Wolff-Holz, E. et al. Biosimilars: The science of extrapolation. Blood. 2014;124:3191-3196.

Park, W., Hrycaj, P., Jeka, S. et al. A randomized, double-blind, multicentre, parallel-group, prospective study comparing the
pharmacokinetics, safety, and efficacy of CT-P13 and innovator infliximab in patients with ankylosing spondylitis: The PLANETAS
study. Ann Rheum Dis. 2013;72:1605-1612.

Yoo, D.H., Hrycaj, P., Miranda, P. et al. A randomized, double-blind, parallel-group study to demonstrate equivalence in efficacy and
safety of CT-P13 compared with innovator infliximab when coadministered with methotrexate in patients with active rheumatoid
arthritis: The PLANETRA study. Ann Rheum Dis. 2013;72:1613-1620.

Park, W., Yoo, D.H., Miranda, P. et al. Efficacy and safety of switching from reference infliximab to CT-P13 compared with maintenance
of CT-P13 in ankylosing spondylitis: 102-week data from the PLANETAS extension study. Ann Rheum Dis. 2017;76:346-354.

Yoo, D.H., Prodanovic, N., Jaworski, J. et al. Efficacy and safety of CT-P13 (biosimilar infliximab) in patients with rheumatoid arthritis:
Comparison between switching from reference infliximab to CT-P13 and continuing CTP13 in the PLANETRA extension study. Ann
Rheum Dis. 2017;76:355-363.

Fiorino, G., Caprioli, F., Daperno, M. et al. Use of biosimilars in inflammatory bowel disease: A position update of the Italian Group for
the Study of Inflammatory Bowel Disease (IG-IBD). Dig Liver Dis. 2019;51:632-639.

Choe, JY., Prodanovic, N., Niebrzydowski, J. et al. A randomized, double-blind, phase Ill study comparing SB2, an infliximab
biosimilar, to the infliximab reference product Remicade in patients with moderate to severe rheumatoid arthritis despite
methotrexate therapy. Ann Rheum Dis. 2017;76:58-64.

Danese, S., Bonovas, S., Peyrin-Biroulet, L. Biosimilars in IBD: From theory to practice. Nat Rev Gastroenterol Hepatol. 2017;14:22-31.
Kay, J., Chopra, A., Chandrashekara, S. et al. ABO420 Secondary efficacy outcomes from a phase 3 study support clinical
equivalence between BOWOT15 and infliximab in patients with active rheumatoid arthritis on stable methotrexate doses. Ann
Rheum Dis. 2015;74(Suppl 2):1034.

Taylor, P., Wyand, M., Knight, A. et al. FRIO163 Efficacy of the biosimilar BOWO015, compared to originator infliximab, initiated at
moderate and severe disease activity thresholds in rheumatoid arthritis. Ann Rheum Dis. 2016;75(Suppl 2):488-489.

Kay, J., Chopra, A, Lassen, C. et al. FRIO117 BOWOI15, a biosimilar infliximab: Disease activity and disability outcomes from a phase 3
active comparator study in patients with active rheumatoid arthritis on stable methotrexate doses. Ann Rheum Dis.

2015;73(Suppl 2):462-463.

Fiorino, G., Manetti, N., Armuzzi, A. et al. The PROSIT-BIO cohort: A prospective observational study of patients with inflammatory
bowel disease treated with infliximab biosimilar. Inflamm Bowel Dis. 2017;23:233-243.

Smolen, J.S., Choe, J.., Prodanovic, N. et al. Safety, immunogenicity, and efficacy after switching from reference infliximab to
biosimilar SB2 compared with continuing reference infliximab and SB2 in patients with rheumatoid arthritis: Results of a
randomized, double-blind, phase Il transition study. Ann Rheum Dis. 2018;77:234-240.

Tanaka, Y., Yamanaka, H., Takeuchi, T. et al. Safety and efficacy of CT-P13 in Japanese patients with rheumatoid arthritis in an
extension phase or after switching from infliximab. Mod Rheumatol. 2017;27:237-245.

Jorgensen, K.K.,, Olsen, I.C., Goll, G.L. et al. Switching from originator infliximab to biosimilar CT-P13 compared with maintained
treatment with originator infliximab (NOR-SWITCH): A 52-week, randomized, double-blind, non-inferiority trial. Lancet.
2017;389:2304-2316.

Meyer, A., Rudant, J., Drouin, J. et al. Effectiveness and safety of reference infliximab and biosimilar in Crohn disease: A French
equivalence study. Ann Intern Med. 2019;170:99-107.

Ye, B.D., Pesegova, M., Alexeeva, O. et al. Efficacy and safety of biosimilar CT-P13 compared with originator infliximab in patients
with active Crohn’s disease: An international, randomized, double-blind, phase 3 non-inferiority study. Lancet. 2019;393:1699-1707.
Goll, G.L,, Jgrgensen, K.K., Sexton, J. et al. Long-term efficacy and safety of biosimilar infliximab (CT-P13) after switching from
originator infliximab: Open-label extension of the NOR-SWITCH trial. J Intern Med. 2019;285:653-669.

Roder, H., Schnitzler, F., Borchardt, J. et al. Switch of infliximalb originator to biosimilar CT-P13 in patients with Crohn’s disease and
ulcerative colitis in a large German IBD center. A one year, randomized and prospective trial (abstract). United European
Gastroenterol J. 2018;8:A456.

llias, A., Szanto, K., Gonczi, L. et al. Outcomes of patients with inflammatory bowel diseases switched from maintenance therapy
with a biosimilar to Remicade. Clin Gastroenterol Hepatol. 2019;17:2506-2513.e2.

Meyer, A., Rudant, J., Drouin, J. et al. The effectiveness and safety of infliximab compared with biosimilar CT-P13, in 3112 patients
with ulcerative colitis. Aliment Pharmacol Ther. 2019;50:269-277.

Glintborg, B., Serensen, |.J., Loft, A.G. et al. A nationwide non-medical switch from originator infliximab to biosimilar CT-P13 in 802
patients with inflammatory arthritis: 1-year clinical outcomes from the DANBIO registry. Ann Rheum Dis. 2017;76:1426-1431.

Strik, A.S., van de Vrie, W., Bloemsaat-Minekus, J.P.J. et al. Serum concentrations after switching from originator infliximab to the
biosimilar CT-P13 in patients with quiescent inflammatory bowel disease (SECURE): An open-label, multicentre, phase 4
non-inferiority trial. Lancet Gastroenterol Hepatol. 2018;3:404-412.

Blauvelt, A., Lacour, J.P., Fowler, J.F. Jr. et al. Phase Il randomized study of the proposed adalimumab biosimilar GP2017 in psoriasis:
Impact of multiple switches. Br J Dermatol. 2018;179:623-631.

This activity is supported by educational funding provided by Amgen and Pfizer Inc.

©2022 American Gastroenterological Association. All rights reserved.




b-aga

Biologic or
Biosimilar?

It doesn’t matter which.
Here’s why.

Biosimilars ARE biologics
Same medicine, different brand name

Same high manufacturing standards
Produced in the same way

(305 | R{~}2

I.—

Rigorous approval process

The FDA looks carefully
at all biologics

&

Proven over time
Used for 15+ years to treat 12+ diseases’

stablished 15 year

Successful treatment outcomes
Dozens of studies show efficacy
and safety are the same®?%’

Access and patient support
Robust programs are available with all brands

Bottom line: Starting and staying on therapy is key, and biosimilars are not a compromise.

You can feel confident about your treatment no matter what brand is selected.
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FDA = U.S. Food and Drug Administration.
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