
SenzaGen ―next generation safety 
testing is called GARD®

  •  GENOMIC TESTING  •  CLP/GHS CLASSIFICATION  •  ANIMAL FREE  •  IN VITRO  •  

GARD is a state of the art in vitro
sensitization test. Here is WHY:

High accuracy
The GARD assay gives a 90% accuracy in
predicting test substance's sensitization
ability (1). The assay has been scientifically
validated in-house in several steps with (i)
chemicals blindly provided by the cosmetic
industry (ii) in collaborative project with
industry and (iii) by analysing a large set of
blinded chemicals provided by Cosmetics
Europe (1, 2, 6) (iv) through acception for
validation by the OECD (TGP 1.406).

All in one test
All sensitization is dependent on activation of
dendritic cells, the sentinels of the immune
system. The GARD assay is based on these
cells and delivers high accuracy. Since
GARD is examining the expression of a
multitude of genes associated with various
elements of the AOP of skin sensitization,
several key events are addressed in one
single test.

SenzaGen. Senzagen is a spin out company from 
Lund University with expertice in immunology, 
technology and genomics. SenzaGen markets, sells 
and performs the in vitro GARD sensitization test 
through its own laboratory and through licenced 
CROs.

As a scientific quality-orientated and innovative
international company, SenzaGen supports its 
clients with stringent quality assessments. The
GARD test is recommended by ECHA and accepted 
by OECD for validation.

The company

GARD. The Genomic Allergen Rapid Detection 
test, GARD, is developed by technical engineers 
and immunological researchers at Lund University, 
Sweden and has been further adapted to industry 
and commercialized by SenzaGen.

Sensitization testing. The GARD test is fit for 
purpose and a suitable method for screening and 
safety testing of chemical ingredients for skin 
sensitization. 
"The REACH Regulation allows the use of non-
adopted in vitro methods in case they meet the EURL 
ECVAM criteria for entering pre-validation. For the 
GARD assay this criteria is met, as it is currently 
being validated" ECHA, public answer.

The technology



GARD® offers a natural part of a full safety                 
assessment of chemicals [OECD TGP 4.106]

The GARD platform
By exposing the cells originating from the human
immune system to the substance, specific
gene expressions occur. These can be viewed as
on/off-switches of the immune response and the
potential risk of the test substances’ ability to
induce allergy can be predicted. The test is easy to
run and unique as it combines biological readout
with advanced technical analysis.

GARD process in six steps
A brief overview of the GARD process.
1. Human immunologically relevant cells are used.
2. The cells are exposed to the test substance.
3. The cells' genomic product (transcripts) 
     is isolated.
4. The gene transcripts are quantified.
5. The readout is processed to assess
     sensitizing ability.
6. Report complemented with personal feedback.

The science behind
Chemical sensitization is an adverse immunologic
response to chemical substances. The most
frequent clinical outcome of chemical sensitization
is allergic contact dermatitis (ACD) and the
immunological reaction is initiated by dendritic
cells. 

GARD utilises an in vitro model of the central
player of the immune system, the dendritic cell  (3,4,5)

on wich all sensitization is dependent.

GARD maps the cellular reprogramming in
response to test substances based on genomic
analyses. This delivers massive amounts of useful
information, as compared to many single
parameter assays.
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GARD®air. For in vitro classification of respiratory 
sensitizers using biomarker signature is a novel 
test under development with support from EU and 
several parter research institutes. 

GARD®protein. Test under development for 
classification of protein sensitizers using the GARD 
platform with the support from several partner 
research institutes. 

GARD®mixtures. Development of SOPs to allow 
for assessment of complex formulations.
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GARD®skin. For in vitro classification of skin 
sensitizers with an outstanding accuracy using 
a biomarker signature consisting of ~200 genes. 
Sufficient for stand alone assay for hazard 
identification. 

GARD®potency. For in vitro CLP/GHS 
classification of skin sensitizing chemicals using 
a novel biomarker signature consisting of ~50 
complementing genes. A high accuracy test for 
hazard identification and risk management.
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