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RAPID HIV-1/2 ANTIBODY CONTROLS

INTENDED USE

RNA Medical® Brand Xsera Rapid HIV-1/2 Antibody
Controls are unassayed positive and negative quality
control materials used for monitoring the performance
of qualitative rapid HIV-1 and HIV-2 test kits.

PRODUCT DESCRIPTION

Xsera Rapid HIV-1/2 Antibody Controls are solutions of
heat inactivated human plasma that contain 0.09%
sodium azide as a preservative. Since it contains
human source materials,? follow the recommended
Universal Precautions when handling this product.

Xsera Rapid HIV-1/2 Antibody Controls provide HIV-1
antibody positive, HIV-2 antibody positive, and HIV
antibody negative controls. HIV-1 positive control
source materials are reactive for antibodies to HIV-1.
HIV-2 positive control source materials are reactive for
antibodies to HIV-2. HIV negative control source
materials are non-reactive for antibodies to HIV-1 and
HIV-2.

Xsera Rapid HIV-1/2 is packaged in vials, each
containing 1T mL of solution. Each kit contains one (1)
vial each of HIV-1 antibody positive, HIV-2 antibody
positive, and HIV antibody negative controls.

STORAGE AND SHELF LIFE

Xsera Rapid HIV-1/2 Antibody Controls have a
twenty-four month shelf life when stored refrigerated
(2-8 °C). After opening, each vial of control is stable for
sixty (60) days and may be stored at room tempera-
ture (up to 30 °C). Avoid exposing this product to
temperatures greater than 30 °C.

CONTROL VALUES AND ANALYTES

Xsera Rapid HIV-1/2 Antibody Controls are unassayed
control materials. The HIV-1 positive and HIV-2
positive controls in this kit have been evaluated on FDA
cleared rapid HIV kits' and found to produce a reactive
test result.

A reactive test should result when positive controls are
run in the same manner as unknown patient
specimens. A nonreactive test should result when
negative controls are run in the same manner as
unknown patient specimens. Since these controls are
unassayed, it is recommended that each laboratory
establish its own expected values and control limits.

PRODUCT SPECIFICATIONS
Packaging: 1 mL per vial, 1 vial each (HIV-1 positive,
HIV-2 positive, HIV negative) per box

Storage: 2-8 °C (up to 60 days at room
temperature once opened)

Shelf Life: 24 months from date of manufacture

Matrix: Heat inactivated human plasma

Antibodies: HIV-1 reactive, HIV-2 reactive, and
HIV nonreactive

ORDERING INFORMATION
Please specify this catalog number when ordering
RNA Medical Xsera Rapid HIV-1/2 Antibody Controls.

Catalog # RHIVXS2

ADDITIONAL PRODUCTS

RNA Medical’s broad line of products include blood gas
controls, capillary blood collection tubes, calibration
verification materials, and controls for various point-of-
care tests. For further information about Xsera Rapid
HIV-1/2 Antibody Controls or any other RNA Medical
product, please call us or visit our website at
www.RNAMedical.com.

1. Not recommended for use with MedMira® Reveal® G3 kits.

2. The human source materials in this product have tested nonreactive for hepatitis C antibody (HCV
Ab), human T-cell lymphotropic virus antibodies (HTLV | & Il Ab), hepatitis B core IgM (HBc IgM),
hepatitis B surface antigen (HBsAg), hepatitis B surface antibody (HBsAb), syphilis, and hepatitis C
virus (HCV RNA). Since no known test method can offer complete assurance that specimens of
human origin will not transmit infectious disease, this control should be handled as a potentially
biohazardous material.

MedMira and Reveal are registered trademarks of MedMira Laboratories Inc., Toronto, Ontario, Canada.
RNA Medical and Xsera are registered trademarks of Bionostics, Inc., Devens, MA USA.
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