e LIGHTHOUSE Making Quality Lab Testing More Accessible
Lab Services

COVID-19 Antibody (Serology) Validation
Program

e There are currently no COVID-19 Antibody tests approved for use in a Physician
Office/Clinic without a CLIA Certificate of Accreditation/Compliance.

e There are currently no CLIA waived POC COVID-19 (serology) tests approved by
the FDA on the market, and only a handful have EUA approval.

e We can help quickly upgrade your CLIA Certificate from Waived to Moderate or
High Complexity.

e We can assist you in completing a compliant validation for the antibody test
which includes verified COVID-19 positive and negative antibody samples.

Lighthouse can partner with you in the following
ways to validate for COVID-19 Antibody testing
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We can provide daily We will coordinate $9,250 for COVID-19
controls for continued use testings with a correlation Antibody test validation and
to ensure compliance and partner to ensure the 6+months of validation

accurate results. accuracy of your testing. materials & controls.

We can also assist with the clinical validation

of ELISA or EIA (Immunoassay) COVID-19 Antibody (Serology) testing.

consulting@lighthouselabservices.com or (800) 838-0602



