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1. I d e n t i f i c a t i o n  o f  t h e  l e g a l l y  m a r k e t e d  d e v i c e :

Biorad  ..yphochek@ Immunoassay PIusTDM Control Levels 1,2 and 3

2 . F)roposed  Device D e s c r i p t i o n :

The O:)LfS@  TDM Controls consist of three levels (low, intermediate,
ancl hi!; -I). The controls are prepared from pooled human serum with
sta ~ilizl~rs  and 0.075Y0 sodium azide as a preservative. The OPUS@9
TDM Controls are intended for use with OPUS@  assays only; these
control : have not been evaluated for use with other immunoassay
s yst 3 n I !S.

3 . ~~roposed  D e v i c e  I n t e n d e d  Use:

oF)~JsIIj  TDM controls a re  in tended for use as a CfUallty  control

mater :1 to monitor the accuracy and precision of several OPUS@
immur-  oassays  for which there are 51 O(k)’s.  OPUS TDM Control have
b~en :waluated  for use with the following OPUS@  assays:

Carbalnazepine Digoxin Gentamicin
P hen(: barb it al Phenytoin Theo phylline
Tobri -n ycin Vancomycin Valproic Ac id



Behring,  Diagnostics Inc.
OPUS@J TDM Controls
51 O(k) Notification

4 . Medical device to which equivalence is claimed and
comparison information:

The 13 PL:S@ TDM Controls are substantially equivalent in intended use
to the BK)-RAD  Lyphochek@ Immunoassay PIusTDM Control. Both
manufacturer’s controls are in vitro diagnostic reagents intended for
use as II quality control material to monitor the precision and
accu ‘ac}’ of certain immunoassay procedures. The OPUS@ TOM
Controls like the BIO-RAD  controls are multi-analyte controls in a
blood-b:lsed  ma t r i x .

The Behring OPUS@ TDM Controls differ from the BIO-RAD
LypFoch::k@  Immunoassay PIusTDM Control in that the OPUS@ TDM
Conlrols  are intended for use with the OPUS@ System only while the
BIO-RAI::  controls can be used with multiple immunoassay systems.

5 . Proposed  D e v i c e Performance Characteristics:

Precision and reproducibi l i ty:

Precisic)l} was evaluated by running duplicate determinations for each
level of control twice per day for five days. With-in run !ACV’S  ranged
from 1.!iO to 11.2 and intra assay %CV’S ranged from 1.9 to 12.3.


