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1. Summary 

 
Genovax was established in March 2008 at the BioIndustry Park Silvano Fumero, located in 

Colleretto Giacosa, north of Torino, with the support of Eporgen Venture. The company mission 

is to discover and develop, up to proof of concept, vaccines for chronic diseases. The company 

has a close collaboration with the Department of Internal Medicine and the Centre of Excellence 

of Biomedical Research, both at the University of Genova, where some initial experimental 

works were performed. 

 

 

2. Company motto 

 

“ Vaccines are the answer “ 

 

 
3. Company mission 

 
      New scientific discoveries widen the therapeutic benefits of vaccinations: Genovax mission is to  

      explore them in various chronic diseases. 

 

      

4. Management team 

  
       Company officers are :   

 

- Dr Domenico Criscuolo – CEO and President 

- Prof Francesco Indiveri – President of Scientific team 

- Prof Gilberto Filaci – Chief Scientific Officer 

 

      Here are brief outlines of their scientific background. 

 

 

 DOMENICO  CRISCUOLO 

 

Graduated in Medicine in 1973 from the University of Rome “La Sapienza”, then he got a PhD in 

Haematology in 1976 and a PhD in Clinical Oncology in 1979. He joined Lepetit in 1975 as 

Clinical Research physician, and activated Phase I-III studies in Europe on cardiovascular agents 

and antibiotics. In 1985 he moved to Roche Italy as Head of International Clinical Research and 
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Drug Safety, where he established a group of 50 professionals and activated Phase I-III studies in 

several therapeutic areas including haematology, oncology, cardiovascular, inflammation, CNS, 

gastroenterology, antimicrobial and antiviral agents. In 2001 he moved to Novuspharma – a biotech 

spin off company of Roche - as Global Head of Clinical Development, and activated Phase I- III 

studies on four NCEs in the oncology area. From 2003 to 2006 he joined the CRO industry, as VP 

Regional Operations at ICON, where he established the Italian operations in Milano, with a group 

of 80 professionals, while retaining responsibilities of the Paris and Tel Aviv offices. He joined 

Creabilis Therapeutics in 2007 as Chief Medical Officer: he had the task to implement the Clinical 

Development programs of two NCEs entering clinical trials. In March 2008, together with Franco 

Indiveri and Gilberto Filaci, and with the support of Eporgen Venture, he established Genovax, a 

biotech start up company, where he acts as CEO and President. He has been President of SSFA, the 

Italian association of Pharmaceutical Medicine, and President of IFAPP, the International 

Federation of Associations of Pharmaceutical Physicians. He is teacher at Bocconi Business school 

on Project management and leadership. 

  

FRANCO INDIVERI 

 

Degree in Medicine, with honours, University of Genova, then post doc in Clinical and Laboratory 

Haematology, with honours, University of Genova. Assistant Professor of Medical Pathology at the 

Universities of Sassari and Genova, then Associate Professor, Clinical Immunology, Genova, then 

Visiting Professor, Internal Medicine, Palermo, and finally Full Professor, Internal Medicine, 

Genova. Most relevant international trainings were at Scripps Clinic and Research foundation, La 

Jolla  (USA), then at the Dept of Pathology Columbia University N.Y. (USA) and finally at the 

Dept of Microbiology and Immunology, New York Medical College, Valhalla, New York. He acts 

as referee to several medical journals including The Journal of Immunology, Human Immunology 

and Internal Emergency Medicine. He held key positions at several Italian Universities, but mainly 

at the University of Genova where he was Director of the School in Allergology and Clinical 

Immunology, then Director of the School in Diseases of Respiratory System, then Director of Post-

Doc courses in Clinical and Experimental Immunology, and finally Director of the School in 

Biomedical Sciences and Technologies. He is author or co-author of about 350 scientific papers. 

 

GILBERTO FILACI 

 

Graduated in Medicine with honours in 1987, completed his doctorate in Experimental Hematology 

at the University of Genoa in 1995.  He spent his post doc at the Cancer Centre of the University of 

California, San Diego (UCSD) working at the characterization of immunogenicity of antigenized 

antibodies. Back to Genoa, he got his specialization in Internal Medicine (1996) and was appointed 

Associate Professor of Internal Medicine in 2005. His most relevant achievements are the 

demonstration of the therapeutic effects of cyclosporin treatment for sclerodermic patients (Filaci et 

al. 1999), the identification of the immunoregulatory role exerted by apoptotic DNA (Filaci et al. 

2003), the characterization of a new CD8+ Treg lymphocyte population in both autoimmune 

diseases (Filaci et al. 2001) and cancer (Filaci et al. 2007), and the discovery of the process of 

spontaneous transgenesis of B lymphocytes (Filaci et al. 2006). At present his research activity is 

focused on the identification of in vivo modulation of immune activity by peptide or gene 

vaccination applied to cancer (Filaci et al. 2006) and autoimmune diseases (Filaci et al. 2007). 
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Additional key staff members include: 

 

DANIELA  FENOGLIO 

 

Graduated in Biological Sciences in 1980, with PhD in Pathology in 1987. Laboratory technician 

from 1990 to 2001, research fellow in Internal Medicine in 2002. Her relevant achievements are the 

analysis of the human T cell repertoire specific for HIV antigens, in vitro expansion of CD4 T cell 

lines for opportunistic pathogens from normal and from HIV+ donors for molecular and fine 

specificity studies, transduction of opportunistic pathogen-specific T cell lines with retroviral 

vectors for HIV targeted gene therapy. Her research is now focused on two aspects of human T cell 

compartment : a) functional and phonotypical analysis of several T cell regulatory populations and 

their involvement in allergy and antitumoral responses; b) follow-up of functional antigen-specific 

T CD4 repertoire in adaptive immune responses. 

 

GIUSEPPE  BALBI  

 

Giuseppe Balbi graduated in Biological Sciences in 2001 and obtained his PhD in Molecular 

Biology and Genetics in 2008 at the University of Genoa. In the past seven years he worked at the 

National Institute for Cancer Research (IST), Genoa, and got expertise in molecular and cell 

biology. At present he works on the project  GX 101  (recovery of the immunological tolerance in 

patients with Systemic Lupus Erythemathosus induced by a therapy of tolerogenic vaccination). 

 

DOMENICO BARONE 

 

Degree in Biology at Turin University in 1967; specialization in Applied Pharmacology at Milan 

University in 1971. After one year at ABC in Turin, he spent 15 years at Lepetit Research Centre in 

Milan, working on the Central Nervous system, the Vegetative Nervous system, the Cardiovascular 

system and on Drug Biochemistry and Metabolism. His most outstanding activity was in receptor 

pharmacology, where for over 10 years he carried out pioneering research in the field of drug-

receptor interaction. He then joined RBM, the preclinical research centre of the Serono Group. In 

addition to continuing studies in molecular pharmacology, he dealt with cell bank validation and, in 

collaboration with the Institute Pasteur of Paris, with scaled-down viral process validation. His roles 

included Qualified Person and Senior Research Advisor. He is now head of pre-clinical R&D at 

Genovax. He is author of more than 160 scientific papers, contributed to 10 patents, presented about 

160 abstracts at congresses. Since 1996 he is lecturer at the Turin University. 

 

In addition, Genovax has signed an agreement with the University of Genova to have access to both 

additional lab facilities and research fellows, on the basis of the actual needs of active projects. 

 

 

 

5. Company governance 

 

 
Genovax shares are divided between Eporgen Venture and founders: 

 

-      Eporgen Venture      =   62% 

-      Founders                  =   38% 
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The company has a board, formed by three members: 

 

-  Domenico Criscuolo (President) representing the founders; 

-  Mario Gaiardo and Paolo Mazzia (members) representing Eporgen Venture. 

 

       The company has also established an Advisory Board, who is regularly updated on company’s 

progress and meets once a year. Members of the Advisory Board are well known scientists and 

clinicians: 

 

- Francesco Boccardo, MD, Oncologist (Genova - Italy); 

- Soldano Ferrone, MD, Immunologist (Pittsburgh - USA); 

- Massimo Gianni, MD, Oncologist (Milano - Italy); 

- Michele Maio, MD, Oncologist (Siena - Italy); 

- Alberto Mantovani, MD, Oncologist (Milano - Italy). 

 

 

 

      6. Company activities 

 
Genovax established a biological lab at Ivrea Scientific Park, for the execution of animal and lab 

experiments related to the lupus project (GX101). As most of animal experiments are now 

completed, this lab is in a stand-by status. At present, the majority of lab studies are carried out at 

the University of Genova labs, and we have in place a collaboration contract with them. Also the 

Phase I clinical study (both the clinical part and the lab studies) with the telomerase project 

(GX301) is in progress at the University of Genova. 

Here is depicted a scheme of reporting lines, which underlines Genovax’s lean and simple 

organization. 

 

 

 

 

 

 
 

 

 

 

 

Genovax  

 

 

Advisory 

 

Board 

 

Laboratory 

 

at  Ivrea  Park 

 

Collaborations 

      with Genova   

     University labs 

and clinics 
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     7. Company projects 
 

Genovax has two projects in the development phase: here is a short outline. 

 

7.1 GX 101: Treatment of Systemic Lupus Erythemathosus (SLE) with a tolerogenic gene  

                           product constituted by a Consensus peptide-Fc immunoglobulin chimera. 

 

Aim of the project is to develop a plasmide vaccination which should eradicate the disease in 

patients and possibly prevent its clinical manifestations in subjects who most likely will develop it. 

As a back-up project, also the protein coded by the gene was produced, and it is in an early 

development phase. At present this project has completed confirmatory preclinical studies in mice, 

and a pre-IND meeting with Italian Regulatory Bodies has defined the IND package to be 

developed. SLE is a widely distributed disease, with a significant incidence and prevalence all 

over the world. Recent estimates indicate that there are about 20 million patients worldwide. In the 

seven major western markets (USA, Japan, Germany, Italy, France, UK, Spain) they are 3,6 million. 

Current therapies are still based on immunosuppressants (steroids and azathioprine): in advanced 

cases a more aggressive approach, based on either mycophenolate or rituximab, may be established, 

but results are frequently unsatisfactory. Finally, in very resistant cases, bone marrow 

transplantation may be attempted: but in inflammatory diseases like SLE the success rate of this 

invasive procedure can be as low as 25%. The global market of SLE treatments is valued at 6 

billion USD. 

In June 2010 FDA approved the first therapeutic vaccine, Provenge (Dendreon Inc), indicated in 

patients with hormone refractory prostate cancer. This vaccine works very similarly to the approach 

we are proposing for GX101 in SLE. Provenge is priced at 93.000 USD for each treatment cycle, 

consisting in the collection of lymphocytes from the patient, to expose them to the vaccination 

plasmide, and then to reinfuse to the patient the transfected cells. In order to prepare an estimate of 

the potential market value of GX101, we prefer to use a more conservative estimate, pricing it at 

30.000 euro per treatment. As already reported, in the seven major markets the incidence of SLE is 

estimated at 3,6 million patients. Assuming a 10% market penetration, the initial value of 

GX101 is so calculated: 30.000 euro x 360.000 patients = 10.800.000.000 euro 

Of course, this value may further increase when, after the availability of a safety database, 

vaccination could be offered to patients in an earlier stage of the disease. 

 

A realistic scenario of the complete GX101 development plan is here summarized: 

 

YEAR  2011 = start studies for IND package; 

YEAR  2012 = complete and file IND package; IND approval;  

YEAR  2013 = start Phase I/II clinical study; 

YEAR  2014 = complete Phase I/II study, start Phase II/III study; 

YEAR  2015 = continue Phase II/III study; 

YEAR  2016 = complete Phase II/III study, prepare NDA package; 

YEAR  2017 = NDA filing; 

YEAR  2018 = NDA approval and market launch. 

 

 

In order to keep this project under a continuous and close supervision, the following next milestones 

can be defined: 

 

-  second pre-IND meeting = this meeting will be called at the moment all IMP and animal data 

will be available, in order to pave the way to the IND filing = estimated at 1Q2012. 
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-   IND submission = this event will follow the second pre-IND meeting = estimated at 2Q2012. 

-  IND approval = this event will be a consequence of the two pre-IND meetings, so no major 

delays are expected = estimated at 3-4Q2012. 

-   EC approval of Phase I/II study protocol = we foresee no delays = estimated at 1Q2013. 

-   First patient in Phase I/II study = this will follow previous approvals = estimated at 2Q 2013. 

-   Last patient is Phase I/II study = fast recruitment will be implemented = estimated at 2Q2014. 

 

 

 

 

7.2 GX 301: Treatment of prostate cancer and renal cancer with an active immunization  

                             to  telomerase-derived peptides. 

 

Aim of the project is to develop a new immunotherapeutic approach for the treatment of renal and 

prostate cancers, based on the immunization with a combination of 4 peptides, administered 

together with two different adjuvants. A clinical protocol entitled “Phase I/II clinical trial aimed at 

treating patients affected with stage IV renal or prostate cancers by active immunization to 

telomerase-derived peptides” was designed. The trial received the IND approval from the Istituto 

Superiore di Sanità and the final approval from the Ethics Committee of the University Hospital 

San Martino in Genova, in December 2009. The study was activated in January 2010, and the first 

patient was treated in February 2010. Up to December 2010, nine patients entered the study: 7 

prostate ca. and 2 renal ca. Tolerability is very good, and interesting signs of immunologic and 

clinical responses (PSA and tumour mass reductions) were appreciated. It is noteworthy to 

underline that initial patients are now in their 9
th
-10

th
 month after the vaccination, while their life 

expectancy was less that six months. Considering the fast recruitment rate in the prostate arm of the 

study, a Phase IIa clinical study is currently being prepared, and could be activated by mid 2011. 

Prostate cancer is the sixth most common cancer in the world and fourth in importance in men. It 

represents 9.2% of cancers in men. It is a prominent cause of death from cancer, with 165,000 

deaths (5.6% of cancer deaths in men, 3.2% of all cancer deaths). More than any other, this is a 

cancer of the elderly. Thus, in developed countries, 82% of cases occur in men older than 65 years. 

Renal cancer (150,000 new cases annually, 1.9% of the world total, and 78,000 deaths) has the 

highest rates in North America and Western, Northern, and Eastern Europe. Incidence rates are low 

in Africa, Asia (except in Japanese males), and the Pacific. Renal cancer is labelled as an “orphan 

disease”. Current therapeutic approaches in renal cancer are based on surgery, but frequently the 

disease is disseminated, so chemotherapy must be adopted. Many agents were studied with 

unsatisfactory results. Sorafenib is a relatively new approach for renal cancer, but its efficacy and 

tolerability are not very good. 

The global market of cancer treatments is valued at 11 billion USD. 

Assuming an initial approach in only advanced prostate and renal cancers, we have a target patient 

population of about 100.000 patients, in the seven major western world markets. A reasonable total 

cost of our vaccination protocol, based on 8 injections of 4 peptides (32 injections), can be 32.000 

euro. Hence the market value of GX301 can be so calculated: 32.000 euro x 100.000 patients = 

3.200.000.000 euro. Of course, this value may significantly increase when, after clinical results, 

vaccination will be offered to patients in an earlier stage of their disease, and also to patients 

affected by other cancer types. In fact, as the target of GX301 is telomerase, which is present in all 

cancer cells, it is reasonable to anticipate that GX301 may be tested in other cancer types. 

A realistic estimate of the time to market is here summarized: 

 

 

YEAR  2011 = complete Phase I/II study in prostate ca and start of a Phase IIa study in prostate ca; 

YEAR  2012 = complete Phase I/II study in renal ca; orphan drug application for renal ca; 
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YEAR  2013 = complete Phase IIa in prostate; orphan drug approval for renal ca and protocol  

                          assistance for a Phase II/III study; 

YEAR  2014 = activate Phase II/III studies in renal and prostate; 

YEAR  2015 = complete Phase II/III studies, prepare NDA package; 

YEAR  2016 = NDA filing; 

YEAR  2017 = NDA approval and market launch. 

 

In order to keep this project under a continuous and close supervision, the next following milestones 

can be defined: 

 

-    End of prostate arm of ongoing Phase I/II study = recruitment runs faster than expected =  

       estimated at 2Q2011 

-    EC approval of Phase IIa prostate ca study protocol = available data will push this step = 

      estimated at 3Q2011. 

-    First patient in Phase IIa prostate ca study = recruitment will start quickly = estimated at 4Q  

     2011. 

-    End of renal arm of ongoing Phase I/II study = recruitment runs slower than expected =  

       estimated at 2Q2012. 

-   Orphan drug application for renal ca = based on Phase I/II results = estimated at 4Q2012. 

-   EMA/FDA approval of orphan status and protocol assistance = 2Q2013 

-   First patient is Phase II/III renal and prostate studies  = estimated at 1Q2014. 

 

8. Business plan 2011-2013 

 

Genovax plan for the years 2011-2013 are the following ones: 

 

GX 101 :  

      -    activate all studies for the preparation of an IND package (1Q2011); 

- finalize and submit the IND package (2Q 2012); 

- start the Phase I/II clinical study in patients with SLE (1Q2013). 

 

GX301 : 

- conclude the prostate arm of the Phase I/II clinical study (2Q2011); 

- activate a Phase IIa study in prostate patients (4Q2011); 

- conclude the renal arm of the Phase I/II study (2Q2012); 

- orphan drug application for renal cancer (4Q2012); 

- first patient in Phase II/III renal and prostate studies (1Q2014). 

 

In order to achieve these targets, Genovax financial needs are : 

 

 2011 2012 2013 

GX 101 590 850 280 

GX 301 250 480 700 

Human resources 200 200 200 

General & administration 120 120 120 

TOTAL 1.160 1.650 1.300 

 

All figures are in thousands euro           
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  9. Future strategy 

 

Several decision points can be identified for an overall strategy.  

 

One important decision point can be reached in the year 2012, when two important milestones will 

be met: 

- GX 101 = IND approval; 

- GX 301 = end of Phase I/II study in prostate and renal cancer. 

 

A second decision point may be considered in the year 2014, when additional important milestones 

will be met: 

- GX 101 = end of Phase I/II study; 

- GX 301 = end of Phase IIa study in prostate cancer and orphan drug designation for renal cancer:  

                    interactions with Regulatory Bodies. 

 

Assuming clinical data will be in line with expectations, we can foresee NDA filings in 2016 

(GX301) and 2017 (GX101): at those time points, residual patent life will be interestingly long for 

both projects, in excess of ten years. 


