ORTHO BioVue® System Cassette Inspection Procedure

Step Action

1. Perform a visual inspection of the affected lots of ORTHO BioVue® System
Cassettes prior to use. (Refer to CL13-198_Affected Products)

2. Position the cassette so that the Orientation Mark is located on your right-hand
side.

3. o If the Name of the Reagent/Cassette is facing you as shown in Figure 1a, it is

acceptable to use the cassette for testing.

o If the Barcode is facing you as shown in Figure 2b, do not use the cassette.

4. Do not use ORTHO BioVue® System Cassettes with an incorrectly positioned label
(Figure 2b). Contact your Customer Technical Support representatives for to report
the issue and request assistance at insert appropriate number.

Properly Positioned Label

(Front View - Figure 1a) (Back View -Figure 1b)

¥

Orientation

Q o w } </ X ‘l X

W2, cvormace . DO
Ortho BioVue® Systemy R __ Mark on g
right side AHC382A 2014-02-13 g

with Name

LOT]
POLY | POLY | POLY | POLY | POLY | POLY

=

of Reagent
displayed

Improperly Positioned Labels

(Front View - Figure 2a) (Back View - Figure 2Db)
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