
2 Synopsis

Name of product: MHS552

Protocol identification number: Protocol no. CMHS552A12101, EudraCT no. 2018-004233-33

Title of study: A first-in-human, randomized, subject-blinded, placebo-controlled, single ascending dose 
study to investigate the safety, tolerability and pharmacokinetics of MHS552 in healthy volunteers

Investigator(s): , 
Centre for Human Drug Research, Zernikedreef 8, 2333 CL Leiden, The Netherlands.

, CHDR, Zernikedreef 8, 
2333 CL Leiden, The Netherlands.

Study center(s): The Netherlands (1)

Publication (reference): None

Study period

Study initiation date: 08-Oct-2019 (first subject first visit)

Early termination date: 19-Jul-2021

Phase of development (phase of this clinical study): I

Objectives:

Primary Objective Endpoint Related to Primary Objective

To assess the safety and tolerability of MHS552 of 
single i.v./s.c. doses

All safety endpoints (including physical examination 
findings, vital signs, ECG parameters, safety 
laboratory, adverse events)

Secondary Objectives Endpoints Related to Secondary Objectives

To assess the pharmacokinetics (PK) of MHS552 of 
single i.v./s.c. doses in healthy subjects.

PK parameters of MHS552 after i.v. and s.c. single 
doses such as Cmax, Tmax, AUClast, AUCinf, T1/2, 
Vz, CL and other PK parameters as appropriate.

To assess immunogenicity (IG) of MHS552 Anti-drug antibodies against MHS552

Exploratory Objectives Endpoints Related to Exploratory Objectives

To explore the effect of MHS552 on proximal and 
distal pharmacodynamic (PD) and target engagement 
markers.

pSTAT5 and IL-2R on different cell types such as 
Tregs, CD4 non-Treg, CD8, natural killer cells

Treg count

Soluble CD25 concentrations

To explore the mechanism of action of MHS552. Endpoints include but are not limited to:

Results from immune cell phenotyping including 
Tregs, Teff, natural killer cells

Results from Treg functional assay

Results from characterization of the total Treg pool by 
epigenetic and gene expression analyses

Measures of lymphocyte activation

To assess the effects of MHS552 on cytokines and 
acute phase responses

The endpoints include but are not limited to changes 
in serum concentrations of IFN-gamma, CXCL10, 
IL-10, IL-1beta, IL-6, TNF-alpha, IL-5, IL-2

To perform genetic research to investigate drug-
related response mechanisms, to better understand 
the safety and efficacy of MHS552*

Due to the exploratory nature of this objective, 
endpoints are not predefined.

*No genetic research has been done.
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Overall, all the single i.v. doses up to 90 µg/kg of MHS552 and s.c. doses up to 3 mg were safe and well 
tolerated, with 8 mg s.c. identified as the MTD supporting further development.

History of changes to the synopsis

Version Date 
(content final)

Summary of Changes Change to 
overall 
conclusion

1.0 18-Mar-2022 Original version
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