
signalling events which result in activation of their suppressive functions. In Vitro we demonstrated that



• Humanized monoclonal antibody (IgG1)

• Binds to a unique epitope of CD4 (low nanomolar affinity)

• Non-depleting (no ADCC or CDC)

• Binds to both T helper and regulatory T-cells

• Provides an activation signal to naturally occurring regulatory 

T-cells by binding to a unique epitope (not reported for other 

therapeutic CD4 antibodies)

• Specifically activates regulatory T-cells*

BT-061 – Compound specifics

*naturally occurring Tregs (CD4+CD25highFoxP3+)

BT-061 functionally activates regulatory T-cells

BT-061 activates regulatory T-cells without activation of T helper cells.
The Treg stimulating activity is a differentiating characteristic of BT-061
compared to all other anti-CD4 mAbs analyzed (12 tested)

-

• >250 subjects have been treated with BT-061 in clinical trials

• No interruption of infusion necessary due to AEs

• Headache was the most frequently reported AE (similar in active 

and placebo)

• Most AEs mild or moderate

• No evidence for increased risk of infections

• No clinically relevant changes in laboratory parameters

• No lymphocyte depletion observed

• Well tolerated and no evident safety concerns 

BT-061: Summary clinical safety

none

PASI 50 and PASI 75 responses after single dose
Intravenous Subcutaneous

Next Phase II trial in Psoriasis commenced (study 973) to investigate 
efficacy after multiple applications and higher sc doses

Treg mediated suppression 
of T effector cells

IL-2 
deprivation

Treg

T effector cell

APC

Selective activation of Tregs
by BT-061

BT-061 binds to a unique epitope as compared to several other CD4 antibodies

ZAP-70 P

P

Signals only induced in Tregs
(not in Teffs): 
• TGF-beta secretion 
• Induction of suppressive
phenotype

BT-061

CD4

PP1

Treg
activation

Teff
activation

X

P
lck

• No T-cell 
proliferation

• No secretion of 
pro-inflammatory 
cytokines

Recruitment 
ongoing

Placebo controlled
once weekly; 8 wks

Phase II: 
Psoriasis

973

Status

BT-061+ MTX 
placebo controlled
once weekly; 8 wks

Phase II: 
Rheumatoid Arthritis

971

Subjects

Completed55Single dose, 
placebo controlled 

Phase I/IIa: 
Psoriasis 

967

Recruitment
completed

96Placebo controlled
once weekly; 6 wks

Phase IIa: 
Rheumatoid Arthritis 

962

Completed57Single doseHealthy volunteers961

DesignIndicationStudy

48

Dose

iv and sc; 
3.5 µg–180 mg

sc: 12.5, 25 mg
iv: 0.5–20 mg

sc: 25–100 mg 
iv: 0.5, 2 mg

sc: 1.25–100 mg
iv: 2-25 mg

iv: 0.5, 2 mg Recruitment 
ongoing110sc: 50 mg

>250 subjects have been treated with BT-061 so far

Overview of clinical trials with BT-061

• Design: Single dose, placebo-controlled, 3:1 randomization

• Study population: 56 adult patients with moderate-to-severe chronic
plaque psoriasis; 
PASI > 10; BSA > 10% for more than 6 months 

• Treatment: iv:  5 groups: 0.5 mg, 2.5 mg, 5 mg, 10 mg, 20 mg 
sc: 2 groups: 12.5 mg, 25 mg 

• Follow-up: 75 days (amended to 90 days)

• Endpoint: Short-term efficacy: PASI 50, 75, 90 
Physician's Global Assessment, Itching Score
Single dose pharmacokinetics: Cmax, tmax, t1/2el, CI, AUC

Phase I/IIa single dose-escalation in Psoriasis

Single injection
of BT-061

Mean values
Kinetics of relative PASI score improvement after single dose

Long lasting PASI improvement already observed after single application of 
very low doses of BT-061
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Patient 23 (2.5 mg i.v.) 

Kinetics of relative PASI score improvement after single dose

• Up to 88% PASI improvement 
observed

• Long lasting effect of >75 d
After single dose application

mean values

single injection
of BT-061

4 groups

1 2 3

4 5 6

7 8 9


