
Preclinical Safety Testing Experts

Toxicology you can trust. 
Timelines you can count on.



Accelera provides support for all phases of 
Research and Development

Milan-based preclinical CRO specialized in non-clinical safety.

Support emerging and mid-size biotech's, as well as independent toxicology consultants, 
in making sound non-clinical safety decisions under time, budget and regulatory pressure 

Beyond study execution: we provide scientific and regulatory guidance, helping translate 
development strategy into well-justified, regulator-acceptable non-clinical programs, from 
early development through marketing authorization.

Flexible collaboration: standalone studies | full program ownership | consultant-led models



Accelera – evolution timeline

Trusted by 300+ global clients, including biotech sponsors, pharma companies and 
consultant toxicologists requiring reliable execution partners.

BIG PHARMA HERITAGE (1965–2003)

1965 Farmitalia (oncology R&D)
1978 Farmitalia Carlo Erba
1993 Kabi Pharmacia (merger)
1998 Pharmacia Corporation
2003 Pfizer acquisition

NMS SPIN-OFF (2004)

2004 Nerviano Medical Sciences 
established
Independent oncology R&D 
platform

ACCELERA – LAUNCH & GROWTH 
(2009–Today)
2009 Accelera launch (CRO)
Build-up to integrated IND-enabling 
platform
Toxicology | ADME/PK | Bioanalysis | 
Consultancy

60+ years of pharma heritage → premium European CRO platform



Key data

• Stand- alone, purpose -built facility of 
7,100 sqm

• Ca. 70 employees, over 60% with 
relevant degree

• Animal facility space and capacity: 
o 4,500 sqm
o 7,000- 10,000 rodents
o 200 rabbits
o 190 non-human primates
o 180 Dogs

• Laboratories and offices: 2000 sqm

• Archive: 600 sqm

In-house infrastructure to ensure 
scientific control, data integrity and 
regulatory compliance

GLP-certified since 1988, 
AAALAC-accredited since 2011, 
trusted by global regulators 
including FDA, EMA, and MHRA.



We bring to the market 
any drug modality

• Experience with small molecules, protein 
degraders, oligonucleotides, a wide range of 
proteins (including ADC) and stem cells

• Routes of administration include iv, sc, sc, intra-
ocular, and long-term infusion

• Specialists in customizing study designs and 
overcoming obstacles

• Early formulation studies
• MTD/ DRF
• genotoxicity
• Oncology Efficacy Models

Discovery

• General toxicity studies
• Safety pharmacology
• Local tolerance
• Biomarkers, cytokine analysis, FACS 
• IND/CTA enabling packages

Early 
Development

• Long-term toxicity studies
• DART packages
• Juvenile studies
• Carcinogenicity studies

Late Development

Study designs are adapted to compound modality, development stage and regulatory pathway.



We will guide you on your way
Accelera is a “consulting CRO”, in addition to running studies, we:

• Develop end-to-end non-clinical safety strategies aligned with 
ICH guidance

• Act as embedded Project Toxicologists, working directly with 
sponsors or external consultants

• Support scientific rationale for study design, species selection 
and study integration

• Coordinate additional safety studies (e.g. in vitro, 
biodistribution) via trusted partners

• Contribute to submission documentation and regulatory 
interactions



Target Safety Assessment (TSA)
Evidence-based risk profiling to support your IND package

What
THE DELIVERABLE

▪ In-depth literature-based profiling of 
a drug target's biology

▪ Identification of on/off-target and 
mechanism-based toxicities

▪ Executive summary report including:

Safety Risks Rationale

Likelihood Project Impact

De-risking strategy

OUR APPROACH

▪ Systematic review of public databases 
(Protein Atlas, UniProt, literature)

▪ Known safety profile literature search 
of competitor compounds

▪ Risk matrix with actionable mitigation 
strategies

How
THE ACCELERA EDGE

▪ Integrated in-house expertise 
(tox, pharmacology, regulatory)

▪ Early de-risking tailored to your 
IND timeline

▪ TSA findings feed directly into 
your GLP study design:

Why us

We deliver a decision-grade report profiling the target's biological role, tissue expression and known safety liabilities, giving your team the evidence 
base to make informed go/no-go decisions.

One Partner

Full continuity



General Toxicology Services

General Toxicity Studies, from exploratory (acute) to 
subacute (1- 3 months) and chronic studies (6-9 months).
Full integrated IND-enabling packages. Also conduct 
carcinogenicity and DARTstudies.

All studies can be conducted via different routes of 
administration (PO, SC, IV, IVT, IM, topical etc.)

Experts in various infusion techniques from an acute to a 
chronic setting, including intermittent/ continuous (up to 24 h/ 
day), both in restrained and freely moving animals (via jacket 
or swivel- tether system for large volumes).

Where appropriate, studies can be combined or integrated to 
optimize timelines and animal use.



Why Choose Accelera 
Your Accelerated Path to Regulatory Success

✓ GLP since 1988 | AAALAC since 2011
✓ Data accepted by global regulators
✓ Experienced pathology and scientific staff

✓ Consulting CRO Model

✓ Embedded project toxicologists
✓ Strategic study design and justification

✓ No hand-off between planning and execution

✓ A structure designed to support both sponsors and 
consulting toxicologists

Accelera doesn’t just run studies - we accelerate your timeline, reduce risk, and deliver submission-ready data.



Thank You!
Ready to accelerate your IND/CTA?

Let’s design the safest, smartest non-clinical plan for your program.
Contact: Gianpaolo.Fogliatto@accelera.org | +393402108530.

mailto:Gianpaolo.Fogliatto@accelera.org
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