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Outline
• Overview Autoimmune Diseases.

• Overview Bispecific T-cell Engagers.

• Clinical Development of Bispecific Therapy in AD.

• Potential Advantages of BiTE Therapy in AD.



Autoimmune Diseases Overview

5

Autoimmune diseases (AD) comprise a heterogeneous 
group of systemic conditions that affect the connective 
tissues of the musculoskeletal system and internal 
organs. AD are driven by chronic autoimmune 
responses.

Pathogenic Events Leading to Chronic Autoimmunity.

AD typically require continuous or repeated administration of 
immunosuppressive or biologic disease-modifying drugs. 
Although generally effective, these therapies can cause both 
short- and long-term side effects and may fail to control the 
disease with risk of irreversible tissue damage.

Therapeutic Approach



Bispecific T-cell Engagers

Bispecific antibodies are also referred to as dual 
specific abs, bifunctional abs, or T-cell engaging 
ab.

BiTEs are dual antigen targeting constructs that 
engage the T cells to the target cell through 
various target antigens.

Multiple BiTEs are already FDA approved (only 
for cancer therapy) and many more are in 
clinical development.

Availability is off-the-shelf allowing for immediate 
treatment

Clin Cancer Res. 2020;26:1541 Nat Med 30, 1533–1534 (2024)

Bispecific T cell engagers (BiTEs) kill B cells by engaging T cells.



Clinical Development of Bispecific Therapy in AD
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The Science Driving New Possibilities for Children With Brain Tumors

https://url.us.m.mimecastprotect.com/s/L6-wCjRA7rhn2QPm5H7sVum8E66?domain=link.broadcastmed.com


BiTE Therapy for Multidrug Resistant/Refractory RA
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Treatment schedule and tolerability of Blinatumomab in RA.

Nat Med 30, 1593–1601 (2024)
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BiTE Therapy for Multidrug Resistant/Refractory RA

Deep remodeling in the B cell compartment → Clinical Efficacy Nat Med 30, 1593–1601 (2024)



Blinatumomab and Teclistamab for Refractory Myasthenic 
Syndromes
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Potential of short-term treatment with CD19- & BCMA-targeting T cell 
engagers in autoimmune neurological disorders such as refractory MG.

Mol Ther. 2025 Sep 3;33(9):4135-4142. Mol Ther. 2025 Sep 3;33(9):4130-4134



CD3-BCMA BiTE in Relapsed Systemic Sclerosis after ASCT
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Baseline Week 12

Ann Rheum Dis. 2025 Apr;84(4):653-656



Teclistamab in Autoimmune Diseases
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N Engl J Med 2024;391:864-866. N Engl J Med 2024;391:867-869

Teclistamab-Induced Remission in Refractory Teclistamab-Induced Remission in Refractory



Potential BiTEs Advantages

➢ Less expensive and time consuming than CAR-T.

➢ Readily available – “Off  the Shelf”.

➢ No need to account for manufacturing process or conditioning regimens.

➢ Lower toxicity profile specially for patients with comorbidities.

➢ Likely less expensive as needs lower doses/short courses.

➢ Therapy can be given fully outpatient and no need for prolonged observation 

periods close to the treatment center.

➢ BiTE therapy could be implemented in the community easily compared to CAR-T.

➢ Easier to manage and potentially more controllable in case of over-suppression 

of the immune system or off-target effects.

➢ Adaptability in chronic AD where repeated treatment may be necessary.
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