
EXPERIMENTAL MODELS 
& ANALYTICAL SERVICES

2018



2

EXPERIMENTAL MODELS & ANALYTICAL SERVICES
2018

WHAT WE DO 3

ANALYTICAL SERVICES 

Bio-specimen collections 4

Genetic characterization 4

Histological and microscopy services 5

IN-VIVO MODELS 6

MEDICAL DEVICE TESTING 7

Materials characterization and analytical chemistry 7

Biocompatibility testing 7

Sterility assurance and microbiology testing 7

 

ADVANCED-THERAPY MEDICINAL PRODUCT TESTING 8

PRECLINICAL STUDIES 8

PHYSICIAN AND SALES-FORCE TRAINING, AND CONSULTANCY 9

QUALITY AND REGULATORY COMPLIANCE 10

INFORMATION 

About EXPLORA BIOTECH 11

Business Model 11

EXPLORA Competitive Offer 11

Legal Disclaimer 11

Table of content

2



3

EXPERIMENTAL MODELS & ANALYTICAL SERVICES
2018

Since its inception nearly 10 years ago, EXPLORA 

BIOTECH has helped customers develop medical 

devices, advanced-therapy medicinal products, 

and novel in-vivo models for preclinical studies. We 

support our customers as they move effectively and 

efficiently from initial exploration trials to first-in-

man applications. 

EXPLORA has a proven record of working with private 

and academic institutions. Our team of surgeons, 

veterinarians, radiologists, and biologists develops 

and delivers experimental models and analytical 

services under the most stringent good laboratory 

practice (GLP) criteria.

EXPLORA offers specialized services to support every 

step in the product development cycle of a medical 

device, from prototype development to preclinical 

trials and beyond, including physician and sales-

force training. At each stage, EXPLORA provides 

expert capabilities in comparative medicine and 

experimental surgery to help optimize device design 

and performance. 

ANALYTICAL SERVICES

 Biospecimen collections

 Genetic characterization

 Histological Services

 Microscopy service

 Immunogenicity

 Pharmacokinetics/pharmacodynamics and toxicology

 Biodistribution

 In-vivo safety and efficacy
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What we do

IN-VIVO MODELS

 Cardiovascular

 Gastrointestinal 

 Orthopedic

 Urogenital
 

 Drug delivery

 Ophthalmology

 Wound healing

Large animals: pigs, goats, and sheep

Small animals:  mice, rats, guinea pigs, and rabbits
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EXPLORA provides an extensive choice of samples 

from various species. Each donor is carefully tracked 

and monitored to ensure compliance with good 

laboratory practices. For solid specimens, we can 

perform all of the required steps from fixation to 

sectioning, delivering ready-to-analyze histological 

slides. Our facility is equipped with high-throughput 

instruments capable of processing ~1000 samples 

per day for large-scale studies.

Available samples

 Whole blood, serum, and plasma

 Tissues from vessels, brain, eyes, ears, heart, lung, 

liver, stomach, spleen, pancreas, kidney, thymus, 

thyroid, skin, tail, testis, uterus, urine, bones, and 

muscles 

 Mouse and rat embryo collections 

EXPLORA can assist you in characterizing your 

animal model. We can isolate DNA, RNA, and 

protein from whole cells or specific subcellular 

organelles to perform:

 DNA genotyping

 cDNA library construction and sequencing

 RNA extraction and gene expression  
analysis by real-time

 Protein extraction and characterization   
by 1D- and 2D-PAGE with MS/MS identification

Bio-specimen collections

ANALYTICAL SERVICES

Bio-specimen collections

Genetic characterization
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EXPLORA histological and microscopy services cover 

all your needs from tissue harvesting and processing 

to routine or special staining and morphological 

analysis with state-of-the-art imaging equipment.

Through varied histological techniques, researchers 

can visually examine DNA synthesis, RNA/microRNA 

expression, and protein translation in tissues and 

cells in different tissues and animal models. 

Our experience with ATMP allows us to use 

endogenous cell markers to help distinguish subsets 

of putative stem cells, and stem cell niches.

Routine stains

 Hematoxylin and Eosin stain

Special stains

 Masson’s Trichrome stain

 Orcein stain

 Giemsa stain

 Reticulin

 Verhoff’s- van Giemsa stain

Qualitative analysis

 Immunoistochemistry (IHC)

 Immunofluorescence (IF)

2D Image analysis

 Compare tissue sections

 Measure area, distances, angles

Histological and microscopy services

ANALYTICAL SERVICES

Histological and microscopy services



6

EXPERIMENTAL MODELS & ANALYTICAL SERVICES
2018

For the past 10 years, our team of surgeons, 

veterinarians, radiologists, and biologists has 

developed experimental models under stringent 

good laboratory practice (GLP) criteria and 

delivered them to private and academic institutions. 

From wound healing to acute myocardial 

infarction, EXPLORA will assist you in developing 

the appropriate model and study design. Whether 

you require a basic research model or an entire 

discovery program, we can provide a broad range of 

physiological or pathological experimental models 

to test the safety and efficacy of your medical 

device, advanced-therapy medicinal product, or 

investigational drug.

EXPLORA has developed experimental models in various animals for a broad range of diseases:

In-Vivo models

IN-VIVO MODELS

Disease Mouse Rat Rabbit Pig

Acute and chronic hind limb ischemia X X X
Angiogenesis Matrigel model X X
Myocardial infarction (MI) X X X X
Dystrophy X
Type II diabetes X X X X
Immunosuppression X X X X
Wound healing X X
Device implant X X X X

“The acute myocardial infarction model Explora set-up for us matched our study and regulatory needs. They have 

given us detailed feedback on overall experimental design from very early in the project which has helped us to 

make informed scientific decisions”

Prof. Daffy, Royal College of Surgeons, Ireland.
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EXPLORA offers integrated services to help you 

develop, validate, and streamline your medical 

device (MD), from defining end-user requirements, 

to designing and revising your prototype, to 

marketing your product. We have the expertise 

to get your product through any materials 

characterization or preclinical biocompatibility 

testing program. EU Notified Bodies, US FDA, 

and Chinese CFDA enforce stringent testing 

requirements for MDs. Our laboratory services 

are supplemented with expert regulatory and 

consultancy support for CE marking of any class 

of device. As a comprehensive testing partner, 

EXPLORA is a single-supplier source for all of your 

testing needs.

Medical device testing

MEDICAL DEVICE TESTING

Material characterizatin and analytical chemistry 

EXPLORA can define MD components, enabling 

assessment of reproducibility in manufacturing. 

 Physiochemical testing

 Thermal analysis

 High-performance liquid chromatography

 Extractable and leachable analysis

 Spectroscopic assays (UV/VIS, IR, FTIR)

Biocompatibility Testing

EXPLORA offers in-vitro and in-vivo safety evaluation 

studies for biomaterials, MDs, and combination products 

to meet current EMEA and international standards.

 Cytotoxicity

 Sensitization

 Irritation

 Genotoxicity

 Implantation

 Histopathology

Sterility assurance and microbiology testing

 Sterilization validation

 Environmental monitoring

 Packaging and shelf-life validation 

 Reusable device studies

 Antimicrobial testing

 Disinfection studies

“Explora’s prototype testing service was instrumental 

to develop our medical device usability.” 

Prof. Bruce Murphy, Trinity College, Dublin 

 “With Explora I was able to establish a continuous 

feedback that made our design review easy and 

fast.” 

 Ing. Manuel Parente, Conic Vascular AG



8

EXPERIMENTAL MODELS & ANALYTICAL SERVICES
2018

Advanced therapy medicinal products (ATMPs) 

are gene- or cell-based medicines for human use. 

While offering groundbreaking new opportunities 

for the treatment of disease or injury, ATMPs pose 

technical and regulatory challenges. As a result, 

bringing these products to the marketplace can be 

a high-risk venture.

EXPLORA is proud to be one of the first CROs to 

offer a comprehensive and integrated portfolio 

of services to support customers from the design 

to the preclinical validation of ATMPs. Our facility 

is fully equipped to perform complex ATMP 

preparation procedures, including formulation 

preparation, cell conditioning, and tissue culture. 

We work with all aspects of ATMP classification, 

including gene-therapy, somatic-cell, tissue-

engineered, regenerative-medicine, and 

combined ATMPs.

As a comprehensive testing partner, EXPLORA 

is a single-supplier source for all of your testing 

needs, from mechanical testing, to in-vivo safety 

and efficacy, to material characterization and 

microbiological evaluation. 

 

Advanced-therapy medicinal product testing

ADVANCED-THERAPY MEDICINAL PRODUCT TESTING

“Explora consistently and reliably supported Celyad in the in vivo testing of our latest ATMP & catheter products 

for AMI treatment within FP7 AMCARE consortium” -  Dr. Nadège Grabowski, Celyad S.A.

“We team up with Explora to develop the next generation of ATMP for diabetes treatment and we found a valuable 

collaborator.” - Prof. Matteo Santin, Brighton University

Using in-vivo models and analytical tools, and in 

compliance with local regulatory bodies, EXPLORA 

can conduct preclinical studies to verify MD 

performance. 

 Cardiovascular

 Drug delivery

 Gastroenterology

 Specialized pathology services

 Ophthalmology

 Orthopedics and bone healing

 Urogenital system

 Wound healing

 Safety studies

 Reconstructive and general surgery

Preclinical studies
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EXPLORA provides training services for practitioners 

and sales teams on mouse, rat, rabbit, and pig 

experimental models. Showcase your latest 

achievement or prototype to prospective customers 

using our fully equipped facility in Rome. We offer 

two-way video-conferencing capabilities as well as 

multiple camera views and display options in each 

operating room for interactive procedures with 

your offsite team. EXPLORA is positioned to provide 

a nonbiased conduit for the full range of physician-

training programs, including:

 Animal model-based training

 Didactic training

 Educational programs

 Clinical training

 Product showcase

 Histology and molecular biology training

 Product launches

 Hands-on workshops

 Protocol assistance, design, and development

 Medical device testing

Physician and sales-force training, and consultancy
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Quality is important to our business because we 

value our customers. We strive to provide products 

and services that exceed customers’ expectations. 

We are committed to continuous improvement and 

have established a Quality Management System, 

certified according to ISO 9001:2008 standards 

by TÜV AUSTRIA CERT (Certificate Registration No. 

20100151417875). EXPLORA undergoes inspection 

audits annually and recertification audits every 3 

years to demonstrate its compliance with these 

standards. EXPLORA’s research facility is accredited 

by the Italian Ministry of Health. All work is 

performed in compliance with 21 CFR, Part 58, 

Good Laboratory Practice (GLP) guidelines.

Our Quality Control Unit (QCU) performs periodic 

inspections to ensure that all facilities, equipment, 

practices, records, and personnel adhere to GLP 

guidelines, standard operating procedures, and 

protocols. Each submitted GLP protocol is reviewed 

extensively before approval. The QCU conducts 

critical phase inspections and audits during the in-

life portion of the study. All records, data, drafts, 

and final reports are reviewed and approved before 

submission. QCU staff keep up-to-date on industry 

standards through participation in conferences, 

webinars, and online training. Clients preparing for 

a GLP study are invited to schedule an audit of our 

facility to gain reassurance that our practices and 

procedures meet GLP guidelines. 

EXPLORA has a strong commitment to ethics 

and follows The Three Rs (3Rs) guidelines for 

animal welfare: Replacement, Reduction and 

Refinement. EXPLORA strictly adheres to the EU 

Directive 86/609/EEC and all in vivo pre-clinical 

protocols are double-checked by University of 

Sacro Cuore’s Ethical advisory board and authorized 

by the Italian National Health Institute. When 

you entrust your project to EXPLORA, you can be 

assured that every aspect will be managed in an 

ethical manner, in compliance with all European 

regulations and guidelines. 

Quality and regulatory compliance

“Explora’s proactive attitude made auditing and revisiong an effective instrument to implement pre-clinical study.” 

M.D. Steven van Haelst, University Medical Centre Utrecht

“At Explora we found that commitment toward quality that we were looking for to develop our products with 

confidence.” 

M.D. Stephen Wildhirt, Ajucore SaS



11

EXPERIMENTAL MODELS & ANALYTICAL SERVICES
2018

ABOUT EXPLORA BIOTECH

EXPLORA S.r.l. is a privately owned Italian company 
established in 2006 at the Technological Park “Tecnopolo 
Tiburtino” in Rome by a pool of young researchers and the 
support of a French seed capital organization INVENT SaS. 
EXPLORA is committed to the development of enabling 
technologies for biological engineering. Our mission is 
to develop innovative enabling technologies to unlock 
the full potential of forward biological engineering. Our 
ultimate goal is to provide a comprehensive and coherent 
bio-engineering platform to our customers.

BUSINESS MODEL

Whether you need a stand-alone service or comprehensive 
R&D support, EXPLORA’s broad portfolio of services can 
help you to achieve your ambitious goals. EXPLORA’s service 
solution can be set up on a partnering basis and is designed for 
tactical outsourcing needs (e.g. capacity limitations), strategic 
needs (e.g. accessing specific expertise) and on project basis, 
where customers require the capabilities that EXPLORA 
offers without the internal investment commitment.

We prosecute two business models:

 CUSTOM SERVICE
EXPLORA offers to customer tailor- made technical 
services with no royalties or other success sharing 
schemes. Services are provided on a non-exclusive basis.

 CONTRACT RESEARCH
Contract research programs (CRP) are carried out on 
exclusive basis in view of R&D funding, licensing and 
success payments, developmental milestones, and 
royalties on end products. EXPLORA offers the transfer 
of its proprietary technologies to its clients in view of 
technology access fees, license payments, developmental 
milestones, and royalties on end products. Agreements 
with EXPLORA can be structured in a variety of ways, 
from simple patent licenses and library licenses, to 
more involved funded research and/or co-development 
agreements. Implementation of CRP implies that our 
collaborator pays full cost equivalent (FCE) to EXPLORA, 

as well as success payments based upon EXPLORA’s 

achievement of mutually agreed project milestones. 

EXPLORA COMPETITIVE OFFER 

EXPLORA recognizes that each client and program is as 

unique as their ambitious goals, and we strive to provide a 

customized service. In addition, we regularly support clients 

with additional key biotechnology services ranging from 

LCA, market analysis, business plan and IP assessment.

Partnering advantages:

 Personal contact person within EXPLORA

 Interaction with key scientists

 Personalized project defined databases

 Personalized data reports

 Access to raw data via secure VPN connection 

 Assistance with data interpretation

 Bioinformatics tools and information

 Fast and focused customer service

LEGAL DISCLAIMER 

The content of this document is for informational 

purposes only and is not a legal document or agreement. 

EXPLORA makes no warranties, express, implied or 

statutory, as to the information in this document.

Complying with all applicable copyright laws is the 

responsibility of the user. Without limiting the rights under 

copyright, no part of this document may be reproduced, 

stored in or introduced into a retrieval system, or transmitted 

in any form or by any means (electronic, mechanical, 

photocopying, recording, or otherwise), or for any purpose, 

without the express written permission of EXPLORA S.r.l.

EXPLORA S.r.l. may have patents, patent applications, 

trademarks, copyrights, or other intellectual property 

rights covering subject matter in this document. Except 

as expressly provided in any written license agreement 

from EXPLORA S.r.l., the furnishing of this document does 

not give you any license to these patents, trademarks, 

copyrights, or other intellectual property.

Information
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