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URGENT PRODUCT CORRECTION NOTIFICATION

Potential for Biased Results due to Biotin Interference for Specific VITROS MicroWell Assays
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Product Name

. - Product Code Affected Lots
(Unique Identifier No.)

VITROS® Immunodiagnostic Products Folate Reagent Pack

1513266
(10758750009237)

® . .
VITROS™ Immunodiagnostic Products Free PSA Reagent Pack 6842845

(10758750013517) These changes
are applicable

to all expired,

VITROS® Immunodiagnostic Products FSH Reagent Pack

1931922 .
(10758750000302) in-date and
p - - - future lots
VITROS™ Immunodiagnostic Products Prolactin Reagent Pack 1849793 released.
(10758750000111)
® . .
VITROS ™ Immunodiagnostic Products TSH Reagent Pack 1912997

(10758750000227)
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Impact
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Revisions to Instruction for Use (IFU)
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NEW Information:
Concentration at which Concentration at which Biotin Interference is Observed
Assay Current IFU Indicates No Biotin (2 10% Bias)
Interference (< 10% Bias ioti
( ° ) Biotin . Analyte. Bias Observed
Concentration Concentration
Folate 10 ng/mL 10 ng/mL 6.59 ng/mL +0.82 ng/mL
(1 ng/dL) 15 ng/mL 14.7 ng/mL +2.4 ng/mL
Free PSA 10 ng/mL 8 ng/mL 1.01 ng/mL -0.12 ng/mL
(1 wg/dL) 13 ng/mL 11.0 ng/mL -1.3 ng/mL
- 10 ng/mL 8 ng/mL 4.24 miU/mL -0.51 miu/mL
(1 wg/dL) 8 ng/mL 37.7 miU/mL -4.2 mlu/mL
prolactin 10 ng/mL 8 ng/mL 403.9 miUu/mL -56.0 mlU/mL
(1 ug/dL) 8 ng/mL 4202 miU/mL =721 miU/mL
ToH 5 ng/mL 5 ng/mL 0.350 mIU/L -0.060 miU/L
(0.5 g/dL) 8 ng/mL 7.74 mlU/L -1.77 miU/L
Resolution
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