BOSTON BIOMEDICA, INC.
Anti-Rubella Mixed Titer Performance Panel
PTR201

INTENDED USE

This panel of naturally occurring serum and plasma specimens is provided for research use only. Qur purpose in making
available this Performance Panel is to enable manufacturers and diagnostic Iaboratories to evaluate their Anti-Rubella tests
with characterized samples and to provide comprehensive data for comparative analysis.

PRODUCT DESCRIPTION

Boston Biomedica, Inc. (BBI) has assembled from its repository of frozen serum and plasma units a set of 25 aliquots with
Anti-Rubella reactivity ranging from negative to strongly positive using a variety of currently available test methodologies.
Samples have been selected to demonstrate IgG and/or IgM reactivity; in addition, one negative serum and one negative
plasma have been included as nonreactive controls. Specimens are undiluted aliquots from plasma and serum units
collected in 1994 and 1995. The units were processed by sterile filtration. No preservatives were added.

INTERPRETATION OF RESULTS

The attached data sheet provides the results from test kits commercially available in the United States. Product numbers
are indicated for identification of each method. Testing was performed at BBI and an independent reference laboratory.
EIA results are the means of duplicate tests. Results on page 1 are expressed as signal to cutoff ratios (s/co) to facilitate
comparisons among kits; ratios >1.0 are considered reactive. Page 2 shows results expressed according to each
manufacturer’s instructions. Interpretive criteria for the methods are listed below each column of data. Latex agglutination
results are reported as positive/reactive or negative. Hemaglutination inhibition results are expressed as endpoint titers.
Titers >8 are considered reactive.

PRECAUTIONS

These materials have not been inactivated and should be handled, fike all blood products, as if potennally bichazardous,
following good laboratory safety practice.

Panel members have been tested and found negative for HBsAg, anti-HCV and anti-HIV 1/2. This does not ensure the
absence of these or other human pathogens.

Never pipette by mouth. Do not smoke, eat or drink in areas where specimens are handled.

These materials should be disposed of in a manner that will inactivate pathogenic agents.

STORAGE

Panel members should be stored frozen. BBI recommends dividing the samples into smaller aliquots to avoid repeated
freeze-thaw cycles.

LIMITATIONS

This Performance Panel is offered for research use only, Data are provided for informational purposes. Boston
Biomedica, Inc. does not claim that others can duplicate these results exactly.

July 1993, PI
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