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Live Therapeutics Expertise

SCIENTIFIC BACKGROUND

We provide end to end solutions 
for the entire clinical study process

ICH GCP and GDPR Compliant

Regulatory environment expertise, 
including EFSA and FDA

One company, with multi-centre 
capability

atlantiafoodtrials.com

CHICAGO

CORK

In partnership with
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The microbial community that lives on and in 
the human body exerts a crucial role on human 
metabolism, function and immunity. The beneficial 
impact of the microbiome on human health is 
under intensive research, as is demonstrated by the 
increasing scientific literature published during the 
last 10 years. 
There are multiple approaches that are proposed 
to alter the microbiome including (but not limited 
to) prebiotics, live microorganisms, small molecules 
and faecal transplantation. Assessment of these 
approaches requires both pre-clinical and clinical 
studies, conducted to a standard which is acceptable 
to both the scientific and commercial community. 
 Traditional Probiotics confer health benefit on the 
host that are preventative. The next generation of 
probiotics may belong to less familiar and formerly 
uncharacterized strains of microorganism with 
unusual and in some cases valuable properties. As 
our understanding of the microbiome develops, 
there is a growing interest in the application of 
microbiome technologies in personalised medical 
foods which bridge the gap between the food and 
the pharmaceutical markets. 
Regulatory institutions require scientific evidence 
when associating a health claim to Microbiome based 
products to ensure the quality of biotherapeutics, 
including biosimilars, thereby contributing to overall 
patient safety. These new strains aimed at improving 
disease and symptoms thereof have been termed 
recently “Live biotherapeutic products (LBP). LBP 
are administered orally or vaginally and are available 
in different forms. LBP may contain one or multiple 
microbial strains from the same or different species 
of micro-organisms.guidance provided by these 
institutions.

The evidence of the efficacy and tolerability 

needs to be obtained through human interventional 

studies, that need to be designed following the 

guidance provided by these institutions. The main 

requirements of the study outcomes are the 

characterization of the strain, the identification of the 

health benefit and the demonstration of the same in 

a normal healthy or pre-disease target population. 
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WHAT DO WE OFFER?

OUR LBP CLINICAL EXPERTISE

Live Therapeutics Expertise

Atlantia Clinical Trials, in collaboration with 
our academic partner, the APC microbiome 
institute (independently ranked #1 in the 
world for research in anti-microbials and 
therapeutic microbes by Thomson Reuters 
Science), has developed a “whole solution” for 
client companies to assist in getting a positive 
EFSA response. Atlantia’s team of qualified 
professionals has extensive experience in 
carrying out clinical trials on many different 
substrates across many different health areas 
such as Digestive health (-constipation, IBS, 
motility, intestinal mucosal damage) as well 
as sports nutrition, immunity, metabolic 
health, weight management, stress and a 

host of other areas. Our expert research 
team will work with sponsor(s) to design 
and conduct a study most suitable for their 
investigational product(s), agreeing and 
applying the most suitable measurements/ 
end-points and statistically powering studies 
to ensure that study objectives are achieved 
and reported. Frequently companies lack the 
in-house expertise to dissect and understand 
clinical results.
We work in partnership with our clients at 
all stages of the clinical study, including 
regulatory submissions, ethical approvals 
and publication in peer reviewed academic 
journals.
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REPORTING
Final Study Report

Regulatory submission 
documentation

CONDUCT
Recruitment
Visits
Data Recording/ Storage
Quality control
Biological Sample Collection

DESIGN
In vitro cell based and 
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