












��

�

preparing said fusions, vectors and compositions. The present disclosure also relates to 

antibodies against such mycobacterial antigens and fusion polypeptides. It further relates to 

the use of such immunogenic combinations, fusion polypeptides, nucleic acid molecules, 

vectors, compositions or antibodies for the purpose of the diagnosis, prevention, or treatment 

of a Mycobacterium infection or ameliorating a condition associated with a Mycobacterium ��

infection.  

A further embodiment includes a method of treating, preventing or inhibiting a 

Mycobacterium infection or ameliorating a condition associated with Mycobacterium 

infection in a subject in need thereof, comprising providing or administering this 

immunogenic combination, fusion polypeptide, nucleic acid molecule, vector or composition.  ���

Still a further embodiment concerns a method of eliciting an immune response in a 

subject in need thereof, comprising providing or administering this immunogenic 

combination, fusion polypeptide, nucleic acid molecule, vector or composition, for the 

purpose of inducing or stimulating an immune response in this subject or for preventing or 

treating a Mycobacterium infection.  ���

Still yet an embodiment provides a kit of parts comprising a plurality of containers and 

instructions for providing or administering to a subject this immunogenic combination, fusion 

polypeptide, nucleic acid molecule, vector or composition.  

Another embodiment provides a kit of reagents for antibody assay for diagnosis of a 

Mycobacterium infection (e.g. tuberculosis) comprising this immunogenic combination, ���

fusion polypeptide, nucleic acid molecule, vector or composition.  

The disclosed antigen combination offers improved and unexpected immunogenic 

properties (e.g. level, quality and/or scope of the immunogenic response) as compared to the 

individual antigens.  

The present disclosure also relates to a fusion polypeptide comprising two or more ���

mycobacterial antigens comprised or encoded by the immunogenic combination disclosed 

herein. 

In yet another aspect, there is provided a nucleic acid molecule encoding said at least 5 

mycobacterial antigens comprised in the immunogenic combination as disclosed herein.  
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Yet another aspect relates to a vector comprising one or more nucleic acid molecule(s) 

disclosed herein. 

Still another aspect relates to a process of producing an infectious virus particle 

comprising the steps of (i) introducing the viral vector disclosed herein into a suitable cell 

line, (ii) culturing said cell line under suitable conditions so as to allow the production of said ��

infectious viral particle, (iii) recovering the produced viral particle from the culture of said 

cell line, and (iv) optionally purifying said recovered viral particle. 

Another aspect relates to a host cell comprising the immunogenic combination, the 

nucleic acid molecule or the vector as disclosed herein. 

Still another aspect relates to a method for recombinant production of the ���

mycobacterial antigens comprised or encoded by the immunogenic combination disclosed 

herein, which comprises the steps of (i) introducing a vector into a suitable host cell to 

produce a transfected or infected host cell, (ii) culturing in-vitro said transfected or infected 

host cell under conditions suitable for growth of the host cell, (iii) recovering the cell culture, 

and (iv) optionally, purifying the mycobacterial antigen(s) or the fusion polypeptide from the ���

recovered cell and/or culture supernatant. 

Yet another aspect relates to a composition comprising at least one of the 

immunogenic combination, the nucleic acid molecule, the vector or the host cell as disclosed 

herein or any combination thereof. 

Still yet another aspect relates to the use of the immunogenic combination, the nucleic ���

acid molecule, the vector, the host cell or the composition as disclosed herein, in the 

manufacture of a medicament, for preventing or treating a Mycobacterium infection or any 

disease and pathologic condition caused by or associated with such a Mycobacterium 

infection. 

Also disclosed is an antibody which selectively binds to at least one of the ���

mycobacterial antigens comprised in or encoded by the immunogenic combination or the 

fusion polypeptide, the nucleic acid molecule, the vector, the host cell or the composition as 

disclosed herein. 

Further  disclosed is a method for the detection and/or quantification a mycobacterial 

antigen in a biological sample taken from a subject infected or susceptible to be infected by a ���

Mycobacterium which comprises the steps of bringing said biological sample into contact 

with an antibody disclosed herein as reagent under conditions allowing the 
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formation of a complex between the mycobacterial antigen and the antibody reagent and 

detecting and/or quantifying the formation of said complex by any appropriate means. 

Still further disclosed is a kit of reagents for diagnosis a Mycobacterium infection for 

antigen assay comprising the antibody disclosed above and for antibody assay comprising the ��

immunogenic combination or the fusion polypeptide, the nucleic acid molecule, the vector, 

the host cell or the composition disclosed herein. 

The present disclosure is particularly useful in the context of immunotherapy as stand 

alone or as BCG booster for preventive or therapeutic purposes in the Mycobacterium 

infection field, e.g. preventing Mtb infection and/or prevention of primary TB and/or ���

prevention of reactivation in latently infected subjects. It can also be used in association with 

standard (e.g. antibiotic-therapy) or any other novel treatment that is currently developed (e.g. 

small direct or indirect inhibitor molecules; antibodies or immunotherapeutics, etc). The 

present disclosure is also useful in the veterinary field, for example to reduce or abolish the  












































































































































































































