La piattaforma biotecnologica brevettata che sviluppa farmaci a DNA per curare le malattie più gravi, tra cui i tumori pediatrici
Società: BIOGENERA S.P.A.
Obiettivo 
€ 249.984
Equity 
0,3%
Investiti
€ 467.885
Pari al 0,5% equity
Valutazione
€ 89.952.077
Premoney
Primo farmaco al mondo mirato contro MYCN, gene chiave nei tumori pediatrici più aggressivi
Farmaco a base DNA già prodotto certificato GMP e pronto per la sperimentazione clinica presso Padova nel Q1 2027
48 brevetti in 46 Paesi e 5 designazioni di Farmaco Orfano da EMA e FDA (Europa e USA), con fino a 10 anni di esclusiva
Investire oggi significa entrare prima dei dati clinici e ottenere accesso esclusivo al Progetto Longevity
Tipo progetto
Equity
Investimento minimo
€ 576
Tipo società 
PMI Innovativa 
Tipo quota 
C
Description
Note: the capital increase approved by Biogenerà Spa provides for a maximum collection amount (divisible threshold) equal to €4,999,968.00 .
Every year, thousands of children receive a diagnosis that changes everything. Neuroblastoma, rhabdomyosarcoma, and other aggressive tumors , often resistant to any treatment, leaving families and doctors without answers. Five-year survival rates are less than 50% for high-risk cases, even with the most aggressive therapies available today.
And those who survive often do so with permanent consequences: cognitive impairment, heart and kidney problems, hearing loss, infertility, and an increased risk of second cancers. Surviving is not healing. Medicine has yet to find a solution.
Biogenera was founded to develop new therapeutic solutions for serious diseases, particularly for children affected by these types of tumors, and today it has reached a key milestone in its journey: entering the clinical phase.
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Founded in 2009 in Bologna, Biogenera SpA is an innovative SME specializing in the development of next-generation DNA drugs.
At the heart of its technology is MyGenera™ , a proprietary and patented platform that identifies and develops new precision drugs capable of selectively turning off the genes responsible for the most serious diseases (including cancer), intervening at the root of the problem and not on the symptoms.
The company's main asset is BGA002 , the world's first and only drug designed to block the tumor gene MYCN . When abnormally activated, MYCN drives the uncontrolled growth of tumor cells and is implicated in approximately 50% of the most lethal pediatric cancers and 25% of all aggressive adult cancers.
BGA002 has completed the entire preclinical pathway , proving to be highly effective and safe, killing only tumor cells and not altering healthy ones, and is now ready for administration to the first children with aggressive tumors that do not respond to conventional therapies.
The start of the clinical Phase I is in fact planned for Q1 2027 at the Center of Excellence of the Department of Pediatric Oncohematology of the Hospital of Padua, with Professor Alessandra Biffi as Principal Investigator.
To protect this path, Biogenera holds 48 patents approved in 46 countries and 5 Orphan Drug designations granted by EMA (European Medicines Agency) and FDA (US Food and Drug Administration), recognitions that guarantee an accelerated approval process and market exclusivity for up to 10 years from approval .
The business model does not involve direct commercialization. Biogenera creates value through licensing agreements with international pharmaceutical companies specializing in the sectors of interest, structured around three streams:
· Initial payment upon signing the agreement;
· Progressive payments upon achievement of clinical and regulatory milestones;
· Royalties on global drug sales.
Why invest
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BGA002 is ready for the clinical phase. It is the first and only drug in the world designed to highly selectively block the tumor-causing gene MYCN . High precision and efficacy, high safety. Not a more powerful chemotherapy, but a completely different approach, created to offer a new therapeutic perspective to thousands of children and their families.
This isn't just an investment opportunity. It's the real chance to be part of a journey that can save lives. From an economic and financial standpoint, in the pharmaceutical sector, a project's value increases significantly once it enters the clinical phase.
BGA002 is already manufactured and validated , but the market hasn't yet fully reflected this value. Investing now means getting in before the first clinical data, before licensing agreements with major pharmaceutical companies, and before the project's value is fully recognized.
Phase I clinical data is the primary catalyst for finalizing licensing agreements. Comparable deals in the pharmaceutical industry have generated initial payments between $ 10 million and $100 million , with overall milestones in the range of $ 200 million to $500 million.
Patented biotechnological innovation
The proprietary MyGenera™ platform enables the identification and development of gene-specific drugs based on PNAs (peptide nucleic acids, synthetic molecules capable of selectively shutting down genes responsible for certain diseases), with potential applications in various therapeutic areas with high medical need.
The initial applications concern tumors, particularly those in children, but also aggressive adult tumors, such as small cell lung cancer. Now, a further step towards preventive medicine 3.0 is underway , through longevity programs also based on a person's DNA.
Biogenera has built a solid, layered and difficult-to-replicate intellectual property protection system.
International regulatory recognition
BGA002 holds 5 Orphan Drug designations , an official recognition reserved for therapies intended for rare diseases, which guarantees an accelerated approval process, regulatory incentives, and market exclusivity for up to 10 years after approval . The designations were granted by the EMA (European Medicines Agency) and the FDA (Food and Drug Administration).
In detail:
· Neuroblastoma and Soft Tissue Sarcomas : Orphan Drug designation obtained from both EMA and FDA;
· Small Cell Lung Cancer (SCLC) : Orphan Drug Designation Obtained by FDA;
· Rare Pediatric Disease Designation from FDA: additional recognition for therapies intended for rare pediatric diseases that may provide access to vouchers for priority regulatory review.
These awards are not automatic, but represent the result of years of research and scientific evidence accumulated over time.
High potential market
Biogenera operates at the intersection of two rapidly expanding markets.
The specific market for BGA002 , represented by the treatment of patients with MYCN-positive alterations in neuroblastoma, soft tissue sarcomas and small cell lung cancer, accounts for approximately 18,000 new cases per year globally, with a potential market value estimated at around $3 billion .
The global orphan drug market was valued at approximately $190 billion in 2024 and is expected to grow to over $490 billion by 2033 , with a CAGR of approximately 11%. Orphan drugs have accounted for over 50% of new drugs approved by the FDA for the past five consecutive years and are expected to reach 20% of the global prescription pharmaceutical market by 2030.
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Team
Biogenera is led by a multidisciplinary team with expertise ranging from scientific research to business development, from clinical pharmacology to corporate finance.
Massimiliano Cesarini, CEO,
has over 15 years of experience in the Life Sciences sector, with roles in business development and senior positions as Managing Director. He has led exit transactions and projects developed with private equity funds, bringing a vision focused on value creation.
Professor Roberto Tonelli, Scientific Founder
and Researcher at the University of Bologna, author of over 150 peer-reviewed scientific publications in oncology and pharmacology. He boasts over 20 years of leading international collaborations.
The solidity of the program is confirmed by the involvement of international figures :
· Prof. Alessandra Biffi , Principal Investigator of the trial and Director of the Department of Pediatric Oncohematology at the University of Padua;
· Prof. Oscar della Pasqua , Chair of Clinical Pharmacology & Therapeutics at University College London (UK);
· Prof. Susan Cohn and Prof. Ami Desai , Pediatric Hematology & Oncology, UChicago Medicine (USA).
Longevity Project
The MyGenera™ platform has proven capable of developing more than just cancer drugs. By using the most advanced DNA analysis biotechnologies, Biogenera is now opening the doors to a completely new frontier: precision preventive medicine .
The gut microbiome , often called our second brain, influences the immune system, metabolism, mood, and longevity. Imbalances in the microbiome are associated with inflammatory diseases, metabolic disorders, mood disorders, and some forms of cancer. Today, Biogenera offers the ability to map it with unprecedented DNA-based precision, identify imbalances before they become disease, and provide personalized interventions.
Exclusive rewards for investors
Those who participate in the campaign will have early and exclusive access to the Longevity Project , an innovative preventive personalized medicine program developed by BIOGENERA, based on integrated analyses of genetics (the study of DNA), epigenetics (the study of how environment and lifestyle influence gene expression) and microbiome (the set of microorganisms that live in our bodies and affect our health).
The program is structured into three progressive levels based on your investment threshold. For every €2,500 invested, you receive an Essential . For every €5,000 invested, you receive an Advanced . For every €10,000 invested, you receive a Premium . Furthermore, the kits can be freely combined based on the amount invested. Some concrete examples:
If you invest €5,000 you can choose:
· a complete Advanced for you;
· or two Essentials, one for you and one for someone you care about.
If you invest €10,000 you can choose:
· a Premium for you, with microbiome, epigenome and complete genomic sequencing;
· or two Advanced, one for you and one for your partner;
· or four Essentials to share among your closest family members.
If you invest €20,000 you can choose:
· two Premium, for you and your loved ones;
· or four Advanced to distribute among the family;
· or one Premium for you and two Advanced for two other people;
· or eight Essentials to share freely.
The maximum reward value is set at €30,000 investment , corresponding to three Premium, six Advanced, or twelve Essential kits, in any combination. Those investing above this threshold will still receive the maximum amount.
Level 1 | Essential
For subscriptions of €2,500 or more – Analysis of the intestinal bacterial composition, eubiosis/dysbiosis screening, and the basis for targeted nutritional interventions. Retail price: €200
Level 2 | Advanced
For subscriptions of €5,000 or more – Integrated analysis of the gut and oral cavity, bacterial and fungal components. A multi-organ view of your microbial ecosystem. Price to the public: €400
Level 3 | Premium
For subscriptions of €10,000 or more – The most comprehensive mapping available. Includes shotgun metagenomics, urinalysis, fungal analysis, and oral analysis. The same quality genomic analysis applied in research, brought to individual prevention. Retail price: €750
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Results achieved
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Over the past two years, Biogenera has completed a journey that normally takes several years, transforming BGA002 from a drug candidate to a GMP-certified product for human use, ready for clinical trials.
Production completed
Proprietary process developed and validated in compliance with GMP (Good Manufacturing Practice, international standards for the production of pharmaceuticals for human use). API (Active Pharmaceutical Ingredient) batch produced and released for human use.
The filling and sterile packaging phase has been completed : the drug is available in sterile vials and ready for administration to the first pediatric patients with aggressive tumors.
Clinical and regulatory development underway
· Finalized clinical trial protocol ;
· Formalized collaboration with the Center of Excellence in Pediatric Oncohematology in Padua;
· Collaborations initiated with international centers for the multicenter expansion of the study;
· Partnerships activated for the regulatory development of the clinical program (CVBF);
· Development of methodologies dedicated to the clinical monitoring of results (including the ELISA analytical assay in collaboration with Luminex Corporation for pharmacokinetics).
PIP submitted to May 2026
The PIP (Paediatric Investigation Plan) was submitted to the EMA (European Medicines Agency) on May 28, 2026, initiating a crucial regulatory step for the drug's approval in Europe. Clinical trials are scheduled to begin in Q1 2027.
How we will invest the capital raised
Every euro raised has a specific destination: to bring BGA002 to the clinical phase , generate the first data on patients and build the foundations for further development.
€250,000 | Minimum threshold
In addition to the resources already available, Biogenera is completing the regulatory activities necessary to initiate the Phase I study at Padua Hospital.
€2.5 million | Intermediate scenario
In addition to the minimum threshold and the completion of regulatory activities, potential completion of the entire Phase I study in Italy, with all 12 patients envisaged by the protocol in four cohorts.
Completing the study will significantly accelerate the generation of early clinical data, the primary enabler for finalizing a licensing agreement.
· €2,200,000: Direct costs for the execution of Phase I at the Padua Hospital
· €300,000: Additional batches of GMP-certified drugs
€5 million | Full scenario
Full completion of Phase I and start of preparatory activities for Phase II , with the possibility of extending the study to already identified European centers.
· 50% – Phase I Clinical Operations ( €2,500,000 )
· 30% – Preparation of drug production for Phase II ( €1,500,000 )
· 12% – Completion of GMP Phase II vial production ( €600,000 )
· 6% – New molecules via MyGenera™ ( €300,000 )
· 2% – Longevity Project Startup ( €100,000 )
In pharmaceutical development, time is a critical variable. Every month of advancement in generating clinical data translates into a tangible negotiating advantage with potential industrial partners and greater value for those who invested early.
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Market of belonging
The target market: rare diseases and pediatric oncology
BIOGENERA operates at the intersection of two markets experiencing strong structural growth: orphan drugs (drugs developed for rare diseases that affect a limited number of patients but have a high, unmet medical need) and precision oncology (an approach that uses therapies targeted to the specific genetic profile of each tumor, surpassing generic treatments).
The global orphan drug market was valued at approximately $190 billion in 2024 and is expected to exceed $490 billion by 2033 , with a CAGR of approximately 11%. Orphan drugs have accounted for over 50% of new drugs approved by the FDA for the past five consecutive years, confirming the importance of regulatory incentives and the growing interest of large pharmaceutical companies.
The specific market for BGA002 , represented by MYCN-positive variants (tumors in which the MYCN gene is abnormally active) of neuroblastoma, soft tissue sarcomas, and small cell lung cancer, accounts for approximately 18,000 new cases per year globally. The potential market value is estimated at around $3 billion, with an average price per treatment in the order of €200,000 per patient, in line with orphan drugs for oncology.
The competitive landscape
BGA002 is currently the only drug in the world that directly targets the MYCN gene (in clinical development). Therefore, there are no direct competitors with the same mechanism of action. Current or developing therapies for the same indications act on different molecular targets, positioning BGA002 as a complementary approach, not a replacement for existing therapeutic options.
· Y-mAbs Therapeutics  ( ymabs.com ) – A Danish company listed on the Nasdaq, specializing in pediatric oncology. It develops monoclonal antibodies, synthetic proteins that recognize and attack tumor cells, for high-risk neuroblastoma, including DANYELZA®, already approved by the FDA. Its approach acts on the surface of tumor cells by targeting GD2, a completely different mechanism than BGA002, which acts directly on DNA. The two therapies could therefore prove complementary.
· Ionis Pharmaceuticals  ( ionispharma.com ) – A global leader in oligonucleotide therapies, synthetic molecules that target the genetic material of cells, and listed on the Nasdaq. It operates on a similar technology in scope, but with a different mechanism: its drugs target messenger RNA, the copies of genetic instructions produced by DNA, while BIOGENERA's PNA technology targets DNA directly, upstream in the biological process. Ionis has no assets in development for the MYCN-positive indications of BGA002.
· Apeiron Biologics  ( apeiron-biologics.com ) – An Austrian biotechnology company specializing in pediatric oncology. It is developing dinutuximab beta (Qarziba®), an anti-GD2 antibody approved in Europe for high-risk neuroblastoma. This antibody also targets the tumor cell surface, with no direct overlap with the approach used by BGA002.
The competitive landscape leads to a clear conclusion: no operator is currently developing a MYCN inhibitor in the clinical stage . Investors in BGA002 are therefore investing in an asset with no direct alternatives in the global pharmaceutical landscape.
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A structurally attractive sector
Orphan drugs have structural characteristics that make them particularly attractive to large international pharmaceutical companies:
· premium pricing possibilities (high prices due to limited competition and high medical need);
· faster approval pathways (accelerated regulatory processes for drugs intended for serious and rare diseases);
· market exclusivity for up to 10 years in Europe and 7 in the United States (a period during which no equivalent competing drugs are permitted);
· tax incentives (benefits and cost reductions for companies developing these therapies).
This explains why orphan drugs have outperformed the pharmaceutical market as a whole over the last ten years and why leading companies in the sector have progressively increased investments in pipelines dedicated to rare diseases.
How it works
How to treat a root cancer
Imagine a cell's DNA as the source code of a program: it contains all the instructions the cell executes. In some aggressive tumors, one of these instructions is defective. A gene called MYCN is abnormally "switched on," causing cells to multiply uncontrollably.
Most cancer drugs work downstream of this process, attempting to block proteins already produced by the defective gene. It's a similar approach to trying to put out a fire by acting on the smoke rather than the flame.
BIOGENERA works differently: it turns off the gene at the source.
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The proprietary MyGenera™ platform allows the design of synthetic molecules called PNAs (Peptide Nucleic Acids, artificial molecules that bind directly to the DNA of the target gene and block its activation before the pathological process begins).
DNA is present in only two copies per cell, while the proteins produced by genes are present in thousands of copies. Traditional drugs target these proteins, whereas BIOGENERA's approach targets DNA upstream. This allows for more precise action, lower doses, less frequent administration, and a more favorable safety profile.
The drug acts selectively on tumor cells, where the MYCN gene is abnormally active, without affecting healthy cells (therefore acting in a targeted manner and reducing the risk of side effects).
The lead drug BGA002 was developed through MyGenera™ to specifically block MYCN , a gene aberrantly activated in approximately 50% of the most lethal pediatric cancers and 25% of aggressive adult cancers.
BGA002 has completed its entire preclinical pathway, including efficacy testing in the laboratory and on animal models, safety studies, and analyses of how the drug distributes in the body. It is now manufactured according to GMP standards (the international standards governing the production of drugs for human use) and is ready for the start of Phase I clinical trials, scheduled for Q1 2027.
Because it can't be easily copied
BIOGENERA's competitive advantage is not based on a single element, but on four complementary levels of protection , which are difficult to replicate in an integrated way.
1. Patent Protection
BIOGENERA has 48 patents approved in 46 countries , covering both the MyGenera™ platform and individual drug candidates, including BGA002 and BGA003 (a second drug candidate in development). These are already granted patents, not pending, which guarantee strong protection and full operational freedom in the main jurisdictions globally.
2. Technological and manufacturing barriers.
Large-scale production of PNA molecules is considered one of the most complex challenges in the field of oligonucleotide-based drugs (synthetic molecules based on nucleic acids used as drugs). BIOGENERA has developed a robust and reproducible manufacturing process, already validated according to GMP standards, building expertise that represents a significant barrier to entry for potential competitors.
3. Regulatory Advantage
The five Orphan Drug designations obtained from the EMA and FDA, including the Rare Pediatric Disease Designation (recognition for therapies intended for rare pediatric diseases), guarantee an accelerated approval process, regulatory incentives, and market exclusivity of up to 10 years. These advantages require years of development and cannot be replicated in the short term.
4. First-mover advantage
BGA002 is currently the only anti-MYCN drug (i.e., designed to block the MYCN gene) in clinical development worldwide. No other player has reached a comparable stage with a similar approach. BIOGENERA's preclinical results have been published in international peer-reviewed scientific journals, including Cancer Research , Cancers , and Nucleic Acid Therapeutics , cementing its internationally recognized scientific credibility.
Development strategy
The business model: developing and selling rights
BIOGENERA adopts a model entirely oriented towards creating value through research and clinical development, without bearing the costs of the entire commercial chain.
The company develops its drugs to an advanced stage of the clinical pipeline, then sells the rights to them through licensing agreements to large international pharmaceutical companies, which complete their development and commercialization globally.
This approach allows BIOGENERA to focus its resources on research, development, and clinical translation (the process of turning a scientific discovery into a treatment applicable to patients), while maximizing the value created for investors, without having to bear the costs of late-stage clinical trials or build its own commercial network.
The strategy for BGA002: licensing as a central event
The core of the strategy is the conclusion of a licensing agreement on BGA002 during or immediately after the Phase I clinical trial , realistically expected for early 2028. BIOGENERA is already in contact with leading international pharmaceutical companies specialized in oncology and rare diseases, interested in the asset.
The typical structure of these agreements includes three value components:
· upfront payment , paid upon signing the agreement and independent of subsequent clinical results;
· milestone payments , tied to the achievement of predefined clinical and regulatory milestones, such as treatment of the first patient, completion of Phase II, or regulatory approval;
· royalties on global sales , that is, a percentage of the drug's net revenues for the entire duration of patent protection.
Comparable deals in the rare oncology space have generated upfront payments between $10 million and $100 million and overall milestones in the range of $200 million to $500 million .
Financial projections
BIOGENERA's financial model, developed according to the DCF (Discounted Cash Flow) methodology, i.e., a valuation based on expected future cash flows, over a 2026–2033 time horizon, identifies three development scenarios.
Baseline scenario (the most likely according to management)
The first positive operating flows are expected starting from 2027, with EBITDA  growing from approximately €1.8 million in 2027 to approximately €10.8 million in 2029 , until stabilizing around €15 million in 2033 , when the licensing agreement will be fully operational and royalties will be at full capacity.
Accelerated scenario (licensing agreement with more favorable terms thanks to early clinical data)
EBITDA at steady state around €20 million in 2033 .
Conservative scenario (more gradual development and more prudent licensing conditions)
EBITDA at full capacity around €11 million in 2033. Even in this case, the business model remains solid; the speed of execution changes, not the direction.
The pipeline beyond BGA002
BIOGENERA's long-term strategy doesn't end with BGA002. The MyGenera™ platform can be applied to multiple gene targets and represents a continuous engine for the development of new drug candidates.
The second asset in development is BGA003 , a MYC inhibitor (a gene that, if altered, can promote tumor development), implicated in a wide range of adult and pediatric oncology diseases, including breast cancer, lymphoma, and small cell lung cancer. BGA003 represents a natural progression in the pipeline, with broader market potential than BGA002.
In parallel, BIOGENERA is exploring the application of the MyGenera™ platform in additional therapeutic areas with high unmet medical need. These are long-term development opportunities not yet included in current financial projections and represent additional growth potential.
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· Massimiliano Cesarini
CEO & Chairman of the Board of Directors
A mechanical engineer with a Master's degree from the University of Bologna and a research assignment at the University of California, he brings over 15 years of experience in the international Life Sciences sector to BIOGENERA. He has held roles of increasing responsibility, up to Managing Director, at leading pharmaceutical technology companies such as Comecer Group, Romaco Group, and Omnia Technologies Group, gaining experience in business development, exit transactions, and projects with private equity funds. Until October 2025, he served as Chair of the Sterile Products Processing Community of Practice of ISPE (International Society for Pharmaceutical Engineering), the leading global organization in the sector, and represents BIOGENERA at major international conferences. His vision combines technical and scientific rigor with a strategic focus on creating value for investors.
Download Curriculum Vitae
· [image: Valentina Bertuccioli]
Valentina Bertuccioli
Vice President & Executive Member of the Board of Directors
A law graduate from the University of Bologna, she completed her legal internship at the Masi Borsari Orlandi Girani Pagani law firm, specializing in corporate and administrative law. She is currently Head of Legal at Con.Service SpA, a company specializing in corporate law. She was CEO of BIOGENERA from 2009 to 2024.
Download Curriculum Vitae
· [image: Prof. Gabriele Lattanzio]
Prof. Gabriele Lattanzio
CFO & Member of the Board of Directors
An economist with an international background, he is Professor of Finance at the University of New Hampshire. He earned a PhD in Finance from the University of Oklahoma and has taught at leading academic institutions such as Monash University and Southern Methodist University. His research in corporate finance has been published in leading international journals and ranks him among the leading authors in terms of scientific impact. At BIOGENERA, he contributes to the definition of the financial structure, asset valuation, and capital access strategy.
Download Curriculum Vitae
· [image: Francesca Natali]
Francesca Natali
Member of the Board of Directors
Managing Partner of Meta Ventures, he has over 20 years of experience in venture finance in Italy and Europe. He brings to BIOGENERA his experience supporting innovative companies in the most critical stages of their development, from capital raising to structuring strategic transactions, with an approach geared towards long-term value creation.
Download Curriculum Vitae
· [image: Federico Ragni]
Federico Ragni
Head of Business Development
A medical biotechnologist, he represents the connection between BIOGENERA's scientific research and the international pharmaceutical market. With experience combining research, development, and biotech finance, he represents the company at major international industry events, contributing to the development of relationships with industrial partners and investors.
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orale di qualita scientifica.
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Progetto Longevity _
Persona, Microbioma, DNA k-

Un nuovo approccio al benessere personaiizzato
che parte dalfanalisi del DNA del microbioma.

r% Persona | {,{E& Microbioma

Lo contrait dota persona Lo stk del ONA del microbiorma
quida un percorso pia miato, ot aleggere o equibibioogici
consapovo o prsonalizzato. o ac peenuove prospetve

por prevenione e longevits. 8

Scienza personalizzata e dati

al servizio del Benessere di Domani

& DNA

Analisi avanzata dei dati
biologici per comprendere

megio lunicita della persona.





