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The Sienna Test
Salofa Oy
Why Sienna

Seroclinix Healthcare
Seroclinix Corporation US
-

Medical Devices
FDA USA
ISO 13485 MDSAP Accreditation
Underway for Manufacturing

Seroclinix Corporation Canada
-

ISO 15189 Laboratory Accreditation
ISO 13485 MDSAP Accreditation for
Manufacturing

Seroclinix Europe
Seroclinix Labs
-

CLIA (CLEP) Lab in NY State
CAP Accreditation underway
COVID-19 PCR Capabilities 1st
Quarter 2021

Corporate Headquarters:

-

Operating as Seroclinix Netherlands BV
Planned 2021 Operational Start up

25 tests per kit
Kit Contains:
- (1) IFU
- (25) Individually pouched cassettes
- (1) Workstation
- (25) Buffer tubes
- (25) Sterile swabs
Minimum Order Quantity: 1,225 tests [49 kits]

Sienna COVID-19
Antigen Rapid Test
Cassette
(Nasopharyngeal Swab)
Ref. 102241

How It Works

This rapid chromatographic immunoassay
was created for the qualitative detection of
COVID-19 antigen. The identification is
based on the monoclonal antibodies
specific for the nucleocapsid protein of
SARS-CoV-2.
It is intended to aid in the rapid diagnosis of
COVID-19 infection.
The test is intended for professional in vitro
diagnostic use.

Analytical Performance

LOD: 4.0 x 10^3 TCID50/ml

Regulatory Documentation
CE Marked

EUA application TBD

20 tests per kit
Kit contains:
(1) IFU
(20) Individually pouched test cassettes
(20) Single pack buffer bottles OR (1) single 3mL
buffer bottle
(20) Safety lancets
(20) Alcohol swabs
(1) Quick Reference Guide
(20) Disposable plastic pipettes
Minimum Order Quantity: 1,800 tests [90 kits]

Sienna COVID-19
IgG/IgM Rapid Test
Cassette
Ref. 102224

How It Works

Fill one of the capillary tubes provided in the
kit to its fill line with blood from fingertip. To
do this, squeeze the capillary and place the
end of the capillary that is close to the
marked fill line in the blood drop.

Gently release the pressure and the blood
will automatically flow into the tube. Remove
the capillary from the blood drop when the
column of blood reaches the fill line as
shown in the following figure. Transfer the
blood from the capillary tube into the
Sample well (marked with an S) in the
capillary.

When the blood has been absorbed from
the sample well into the cassette, add two
(2) drops of test buffer into the Buffer well
(marked with a B) in the cassette. Add the
buffer by taking off the cap, flipping the
bottle, holding it over the Buffer well and
allowing two drops of buffer to drip into
the Buffer well.
Immediately after adding the buffer to the Buffer well, set the
timer for 10 minutes and start the timer. After 10 minutes have
passed, read the result. Do not read the result after 20 minutes.

Analytical Performance
Cross Reactivity:
The SiennaTM-Clarity COVIBLOCKTM COVID-19 IgG/IgM Rapid Test Cassette (Whole Blood/ Plasma/
Serum) has been tested for anti- influenza A virus, anti-influenza B virus, anti-RSV, anti-Adenovirus,
HBsAg, anti-Syphilis, anti-H. Pylori, anti-HIV, anti-HCV, ANA and HAMA positive specimens. The results
showed no cross-reactivity. Some cross reactivity was observed with samples positive for Rheumatoid
Factor. It is possible to cross-react with samples positive for MERS-CoV antibody. Positive results may
be due to past or present infection with non-SARS-CoV-2 coronavirus strains, such as coronavirus
HKU1, NL63, OC43, or 229E.

Interfering Substances:
None of the below substances at the concentration tested interfered in the assay:
Acetaminophen (20mg/dL), caffeine (20mg/dL), albumin (2g/dL), acetylsalicylic acid (20mg/dL), gentisic
acid (20mg/dL), ethanol (1%), ascorbic acid (2g/dL), creatinine (200mg/dL), bilirubin (1g/dL),
hemoglobin (1000mg/dL), oxalic acid (60mg/dL), uric acid (20mg/dL)

Regulatory Documentation
CE Marked

EUA for CLIA Waived
- Authorized for Capillary (Fingerstick)
Specimen

Salofa Oy
Örninkatu 15, 24100 Salo

ISO 13485 Certified
Current production capacity ~ half a
million/week. Satellite locations
available to increase capacity.

Contact Us
Technical Questions:
technical@seroclinix.com
Sales Questions:
orders@seroclinix.com

