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Regulatory Status Report: Updated 11/15/02

510(k) Clearances and CLIA Waivers

K ]Date First

ITEM Description Numper ||Status CLP‘\

] Waived

BioScanner 2000

Instrument Instrument for all tests K972669 ((Cleared Jan.22, 1998 Jul.17,1998

PTS PANELS Glucose Gl

Test Strips (Professional) ucose test K972669 ([Cieared Jan,22, 1998 Jul.17, 1998

PTS PANELS Glucose

Test Strips (OTC) Glucose test K972669 (|Cleared Jan22, 1998 Jul.17, 1998

B =

PTS PANELS Glucose

58 Glucose control K972669 ([Cleared Jan.22, 1993  [|0€S ot

CODtrOl app]y

PTS PANELS Cholesterol Chol Lt 81493 |[Cleared July 22. | 98

(Pro fessional) ofesterol] test K9 eared July 22, 19

PTS PANELS Cholestero] Aug. 19,

(OTC) Cholesterol test K990688 ’Cleared June 24, 1999 1999

PTS PANELS Ketone — Mar 1,

(Professional) Ketone test K981865 |[Cleared Feb.26, 1999 “2 000 ‘

=
t
PTS PANELS Ketone Ketone test K983860 (|Cleared Dec.27,1999
(OTC) B
- —

PTS PANELS HDL

‘Em fessional) HDL test K990247 “i:leared May 28, 1999

PTS PANELS HDL (OTC)|[HDL test K993377 |[Cleared Jan.13, 2000 Feb.28,2000

PTS PANELS

Triglycerides Triglyceride test K991894 |Cleared May 24, 2000

(Professionall

PTS PANELS . .

Triglycerides (OTC) Triglyceride test K000586 ||Cleared Tuiy 3, 2000 Jul. 3, 2000

PTS PANELS Creatinine .

Test Strips (Pro fessional) Creatinine test K010456 |[Cleared June 20, 2001

CardioChek (Professional) Instrument for all tests K013173 lICleared Oct. 22. 2001
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. . Multi-test strip for
Lipid Panel Test Strips
P P> [lcholesterol, HDL, and  [lx013173 [lcteared Oct. 22, 2001
(Professional) . .
triglycerides
Q3 Giucose Analyzer Hand-held amperometric Nov. 16,
(Professional and OTC) glucose analyzer K013203 |(Cleared Nov. 16, 2001 2001
BioScanner 2000 and PTS ]
PANELS Test Strips Glucose test K01306qlCleared Nov.20, 2001 [NT)V.BO,2OOI
CardioChek with PTS
PANELS Test Strips
CardioChek Professional (colorimetric) and PTS
and OTC Glucoses PANELS Advanced K014099 (|Cleared Dec.21, 2001 Dec.21,2001
Glucose Test Strips
Emperometric)
. Multi-constituent controls r
PTS PANELS Mulii- . D
Chemisire C tr“l for use with PTS K022401 {|Cleared Aug.21, 2002 DT’ flot
istry Controls PANELS Test Strips apply
[ Multi-test strip for
PTS PANELS Lipid Panel cholesterol, HDL, and Oct, 18,
Test Strips (Professional) triglycerides. Special 510 K022898 |Cleared Sept. 24, 2002 2002
(k) with revised claims
. Multi-test strip for
i | Nov. 15,
" 15 PANELS Lipid Pane cholesterol, HDL, and  (IK023558 [Cleared Nov. 15, 2002 [|N°
Test Strips (OTC) . . 2002
triglycerides.

fay CardioChek ST O CardioChok PA

Accurate I'lome C 11@:1@5&.—*() Ir:f.lnfj Monitor Kits



