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Categorization Notification

Regulations codified at 42 CFR 493.17, implementing the Clinical Laboratory
Improvement Amendments of 1988, require the Secretary to provide for the
categorization of specific clinical laboratory test systems, assays, and
examinations by level of complexity. Based upon these regulations, the
following test system, assay or examination for the analyte indicated is
categorized below:

Test System Code and Name:

52025 Quidel Rapidvue hCG

Analyte Code and Name:

9642 Urine HCG by Visual Color Comparison Tests

FDA 510(k) Number: 945969 Complexity: WAIVED

If the test system indicated above has received clearance through the

FDA 510(k) or PMA process, this complexity categorization is effective as of
the date of this notification, and this categorization information may be
provided to the user of the test system, assay, or examination as specified
for the analyte indicated. This determination will also be announced in a
Federal Regigter Notice which will provide opportunity for comment

on the decision. CDC reserves the right to reevaluate and recategorize this
test based on comments received in response to the Federal Regigter

Notice. It should be noted that a complexity categorization is based upon
the unique combination of a test system and analyte; therefore, it cannot be
assumed that the same categorization applies to other analytes determined on
the test system indicated above. The CDC Identifier Codes referenced above
are unique identifiers developed by CDC to facilitate data management.

They can be used by CDC, FDA, the Health Care Financing Administration (HCFA),
clinical laboratories, and health insurers to track an assay's complexity
category. o
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