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Ready-to-Use Liquid RUO Biomaterials: Inactivated, ddPCR-Assigned 
Microbial Materials for Molecular Assay Research and Development

INTRODUCTION
Molecular assay research and early analytical 
development often require access to well-
characterized microbial biomaterials with 
documented organism identity, defined formulation, 
and lot-specific supporting information.

Microbiologics is developing a liquid Research Use 
Only biomaterial portfolio composed of inactivated 
bacteria, viruses, parasites, fungi, and other 
organisms commonly used in molecular assay 
research. The portfolio is planned to include more 
than 300 strains, with additional organisms expected 
in future updates.

These RUO Reference Materials are intended to 
support non-diagnostic research applications, 
including assay development, preliminary limit-of-
detection exploration, inclusivity/exclusivity 
assessment, cross-reactivity assessment, nucleic-
acid workflow development, and assay 
characterization.

This poster summarizes the planned organism 
coverage, liquid inactivated product format, culture 
collection traceability where applicable, ddPCR-
based concentration assignment, sterility testing, 
and representative vial-to-vial consistency 
observations.
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Parasites/protozoa
Cryptosporidium 
hominis/parvum
Giardia lamblia

Entamoeba histolytica
Cyclospora cayetanensis

Trichomonas vaginalis

Viruses
SARS-CoV-2

Influenza A H1N1/H3N2
Influenza B

RSV A/B
Cytomegalovirus (CMV)
Epstein-Barr virus (EBV) 

Gram-positive 
bacteria

Staphylococcus aureus
Streptococcus pneumoniae

Streptococcus pyogenes
Enterococcus faecalis/faecium

Listeria monocytogenes
Clostridioides difficileE. coli pathotypes

Shiga toxin-producing E. coli 
(STEC)

Enterotoxigenic E. coli (ETEC)
Enteropathogenic E. coli (EPEC)
Enteroaggregative E. coli (EAEC)

Enteroinvasive E. coli (EIEC)

Gram-negative 
bacteria

Pseudomonas aeruginosa
Klebsiella pneumoniae/oxytoca

Neisseria gonorrhoeae
Bordetella pertussis

Salmonella spp.
Shigella spp.

Atypical/fastidious 
organisms

Mycoplasma pneumoniae
Chlamydia pneumoniae
Chlamydia trachomatis
Legionella pneumophila

Mycobacterium tuberculosis

Tropical Diseases
Zika virus

Chikungunya virus
Dengue virus

Yellow Fever virus
West Nile virus

For Research Use Only. Not for use in diagnostic 
procedures.

The materials described in this poster are intended 
for laboratory research applications only. They are 
not intended for clinical diagnostic use, patient 
testing, clinical decision-making, or diagnostic assay 
validation.

Research Use Only materials may support non-
diagnostic assay development, analytical study 
design, workflow evaluation, and method 
characterization. Any data observations described in 
this poster are limited to the organisms, lots, 
methods, and study conditions evaluated.

Relevant Organism 
Coverage

Viruses, bacteria, parasites, fungi & 
more

Broad Strain Diversity
>300 planned strains, expanding

MATERIAL CHARACTERIZATION FOR SELECTED ORGANISMS
Materials are characterized using internal 
procedures intended to support lot-specific 
documentation for RUO research use. 
Characterization activities may include organism 
identity confirmation, ddPCR-based 
concentration assignment, sterility testing, and 
representative vial-to-vial consistency 
evaluation.
ddPCR is used to assign target concentration 
under defined internal test conditions. These 
values are intended to support research-use 
planning and assay development activities and 
are not intended to establish clinical diagnostic 
performance.

Figure A. Three vials each from representative C. parvum, S. aureus, and SARS-CoV-2, and N.gonorrhoeae production lots 
were measured by ddPCR in quadruplicate. Error bars represent standard deviation.
Under the study conditions evaluated, replicate vial measurements across organism lots were comparable under the study 
conditions. These data are consistent with vial-to-vial concentration agreement in the representative lots tested and support 
the use of ddPCR for internal concentration characterization of RUO research material

0.00E+00

1.00E+06

2.00E+06

3.00E+06

4.00E+06

5.00E+06

C
op

ie
s/

m
L

C. parvum

S. aureus
N. gonorrhoeae

C. pneumoniae
SARS-CoV-2

PRODUCT FORMAT
The liquid RUO Reference Materials are provided in 
an inactivated, ready-to-use format and formulated 
in a proprietary storage buffer. The format is 
designed to support research workflow use while 
reducing the need to handle viable organisms in 
research settings.

Key format characteristics include:
   • Liquid, ready-to-use format
   • Inactivated microbial materials
   • Proprietary storage buffer
   • ddPCR-assigned target concentration
   • Sterility testing using internal procedures
   • Lot-specific Certificate of Analysis
   • Culture collection traceability, where applicable

FOR RESEARCH USE ONLY
Not for use in diagnostic 

procedures

The RUO Reference Materials portfolio will include more than 300 strains, with additional organisms expected in future 
portfolio updates. Coverage includes bacteria, viruses, parasites, fungi, and other organisms commonly used in molecular 
assay research.

Representative Concentration Characterization 
of Select RUO Biomaterials
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