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PRINCIPLE
INTENDED USE

LACT reagent, when used in conjunction with UniCe! DxC 600/800 System(s) and Synchron Systermns Multi Callbrator,
is intended for the quantitative determination of Lactate concentratien in human plasma and cerebrospinal fiuid {CSF).

CLINICAL SIGNIFICANCE

Lactic acid measurements that evaluate the acld-base status ars used in the diagnosis and treatment of laclic acidosis
(abnormally high acldity of the blood).

METHODOLOGY

In the assay reaction, lactate oxidase (LOD) converts lactate to pyruvate with the concomitant generation of hydrogen*
peroxide (Hy0,). The Hy0, formed reacts with a hydrogen donor and 4-aminoantipyrine (4-AAP) In a reaction catalyzed
by peroxidase (POD) to form a chromophore. The lactic acid concentration is determined by measuring the absorbance
due to the chromophore using an endpoint technique.

The SYNCHRON System(s) automatically proportions the appropriate sample and reagent volumes Into a cuvette. The
ratlo used is one part sample to 100 parts reagent. The system monitors the change in absorbance at 560 nanometers,
This change in absorbance is directly proportional to the concentration of lactic acid in the sample and is used by the
System to calculate and express the lactate concentration.
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CHEMICAL REACTION SCHEME

L-lactate + O, ____’_!LOD pyruvate + H,0,

POD
H,0, + H donor + 4-aminoantipyrinet ——— chromogen* + 2 H,0

EQ1T98ILEPS

SPECIMEN

TYPE OF SPECIMEN

Biological fluid samples should be collected in the same manner routinely used for any laboratory test.! Freshly drawn
plasma or cerebrospinal fluid are the preferred specimens. Chill the specimen immediately. Acceptable anticoagulants
are listed in PROCEDURAL NOTES section of this chemistry information sheet. Whole blood, serum and urine are not
recommended for use as a sample. Blood should be drawn without stasis because venous stasis may cause lactate
elevation. Samples should remain on ice prior to analysis.

SPECIMEN STORAGE AND STABILITY

1. Tubes of blood are to be kept closed at all times and in a vertical, stopper-up position. Keep sam plesonice. Plasma
should be physically separated from contact with cells within 15 minutes of sample collection, and analyzed without
delay.

2. Plasma samples separated from cells are stable stored at: +15°C to +25°C up to 8 hours, +2°C to +8°C up to 14
days, -20°C up to 1 month. CSF samples are stable stored at:+15°C to +25°C up to 4 hours, +2°C to +8°C up to 3
days, -20°C up to 6 months.

Additional specimen storage and stability conditions as designated by this laboratory:

LACTIC ACID (A95550) samples
collected in gray top tubes are
validated for transport in room
temperature for one (1) hour before
centrifugation.

SAMPLE VOLUME

The optimum volume, when using a 0.5 mL sample cup, is 0.3 mL of sample. For optimum primary sample tube volumes
and minimum volumes, refer to the Primary Tube Sample Template for your system.

CRITERIA FOR UNACCEPTABLE SPECIMENS

Refer to the PROCEDURAL NOTES section of this chemistry information sheet for information on unacceptable
specimens.

Criteria for sample rejection as designated by this laboratory:
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PATIENT PREPARATION

Speclal Instructions for patlant preparation as designated by this laboratory:

SPECIMEN HANDLING

Special instructions for specimen handling as designated by this laboratory:

REAGENTS
CONTENTS

Each kit contains the following items:
Two Lactate Reagent Cariridges (each contains a minimum of 50 tests)

VOLUMES PER TEST

Sample Volume 3 pL
Total Reagent Volume 300 pL
Carlridge Volumes
A J—
B 250 L
C 50 uL

REACTIVE INGREDIENTS
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REAGENT CONSTITUENTS
Compartment B

Reaction Buffer . 15.7 mL
Compartment C

Lactate Oxidase 3.7mL
Peroxidase

Sodium Azide (used as a preservative) S 0.1 (wiw)

Also non-reactive chemicals necessary for optimal system performance,

Sodium azide preservative may form explosive compounds in metal drain lines. See NIOSH Bulletin: Explosive Azide
Hazard (8/16/76).

To avold the possible build-up of azide compounds, flush wasteplpes with water after the disposal of undlluted reagent.
Sodium azide disposal must be In accardance with appropriate local regulations.

GHS HAZARD CLASSIFICATION

Lactate Reagent EUH208 May produce an allergic reaction,
{Compartment C)

Peroxidase < 0,1%
Lactate Oxidasa < 0.1%

Safety Data Sheet is avallable at techdocs.beckmancoulter.com

MATERIALS NEEDED BUT NOT SUPPLIED WITH REAGENT KIT

Synchron Systems Multi Calibrator
At least two levels of matrix-specific control material
Saline

REAGENT PREPARATION
No preparation is required.
ACCEPTABLE REAGENT PERFORMANGE

The acceptability of a reagent is determined by successful calibration and by ensuring that quality control resulls are
within your facility's acceptance criteria.

REAGENT STORAGE AND STABILITY

LACT reagent, when stored unopened at +2°C to +8°C will remain stable until the expiration date printed on the cariridge
label. Once opened, the reagent is stable for 30 days at +2°C to +8°C unless the expiration date is exceeded. Do not
expose reagent to temperatures above +35°C or to direct sunlight. DO NOT FREEZE.
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(- Reagent storage location:

CALIBRATION

CALIBRATOR REQUIRED

Synchran Systems Multl Calibrator

CALIBRATOR PREPARATION

No preparation is required.

CALIBRATOR STORAGE AND STABILITY

If unopened, the Synchron Systems Multi Calibrator should be stored at -15°C to -20°C until the expiration date printed

on the calibrator bottle. Opened calibrators that are resealed and stored at +2°C to +8°C are stable for 20 days unless
the expiration date is exceeded.

N cauTion

Because this productis of human origin, it should be handled as though capable
of fransmitting infectious diseases. Each serum or plasma donor unit used
( In the preparation of this material was tested by United States Food and Drug
Administration (FDA) approved methods and found to be negative for antibodles
fo HIV and HCV and nonreactive for HbsAg. Because no test method can offer
complete assurance that HIV, hepatitis B virus, and hepatitis C virus or other
infectious agents are absent, this material should be handled as though capable
of transmitting infactlous diseases. This product may also contain other human
source material for which there is no approved test. The FDA recommends such
samples to be handled as specified In Centers for Disease Control's Biosafety
Level 2 guldelines.

Calibrator storage location:

CALIBRATION INFORMATION

1. The system must have a valid calibration in memory before controls or patient samples can be run.

2, Under typical operating conditions the LACT reagent cartridge must be calibrated every 30 days and also with
certain parts replacements or maintenance procedures, as defined in UniCel DxC 600/800 System Instructions
For Use (IFU) manual. This assay has within-lot calibration available. Refer to the UniCel DxC 600/800 System
Instructions For Use (IFU) manual for information on this feature.

(' 3. For detailed calibration instructions, refer to the UniCel DxC §00/800 System Instructions For Use (IFU) manual.
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4. The system will automatically perform checks on the calibration and produce data at the end of calibration. In the
event of a falled calibration, the data will be printed with error codes and the system will alert the operator of the
failure. Forinformation on error codes, refer to the UniCel DxC 600/800 System Instructions For Use (IFU) manual.

TRACEABILITY
For Traceability information refer to the Calibrator instructions for use.

QUALITY CONTROL

At least two levels of control material should be analyzed daily. In addition, these contrals should be run with each new
calibration, with each new reagent cartridge, and after specific maintenance or troubleshooting procedures as detailed
in the appropriate system manual. More fraquent use of controls or the uss of additlonal contrels [s left to the discration
of the user based on gaod laboratory practices or laboratory accreditation requirements and applicable laws.

The fellowing contrals should be prepared and used in accordance with the package inserts. Discrepant quality control
results should be evaluated by your facliity.

Table 1.0 Quality Control Material
CONTROL NAME SAMPLE TYPE STORAGE

TESTING PROCEDURE(S)

Load the reagent onto the system.
After reagent load is completed, calibration may be requlred.

@M

Program samples and controls for analysis.
4. After loading samples and conltrols onto the system, follow the protocols for system operations,
For detalled testing procedures, refer to the UniCe! DxC 600/800 System Instructions For Use (IFU) manual,

CALCULATIONS

The SYNCHRON System(s) performs all calculations internally to produce the final reported result. The system will
calculate the final result for sample dilutions made by the operator when the dilution faclor is entered into the system
during sample programming.

REPORTING RESULTS

Equivalency between the SYNCHRON LX and UniCel DxC 600/800 Systems has been established, Chemistry results
between these systems are in agreement and data from representative systems may be shown,
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REFERENCE INTERVALS

Each laboratory should establish its own reference interva
intervals were taken from literature.

Table 2.0 Reference intervals

Is based upon its patient population, The following reference

INTERVALS SAMPLE TYPE CONVENTIONAL UNITS S.I. UNITS
Literature Plasma (Venous) 4.5 —19.8 mg/dL. 0.5 - 2.2 mmoliL
CSF (Adult) <26.2 mg/dL, <2.8 mmolil
Laboratory

Refer to References (6, 2, 7) for guidelines on establishing laboratery-specific reference intervals.
Additional reporting information as designated by this laboratory:

“cE LABNET FOR REFERENCE RANGE

PROCEDURAL NOTES

ANTICOAGULANT TEST RESULTS

Only plasma obtained using sodium fluoride/p

Reagent.

LIMITATIONS

Samples with very high lactic acid could report as RX RATE LO or INIT RATE HI.

INTERFERENCES

1. The following substances were tested for interference with this methodology:

Table 3.0 Interferances®

otassium oxalate collection tubes is suitable for use with the Lactate

SUBSTANCE SOURCE LEVEL TESTED OBSERVED EFFECT
Bilirubin (unconjugated) Bovine 30 mg/dL. NS[®
Billrubin (Total) Porcine 7.9 mg/dL. DBIL s -0.44 mmoliL or 10%
25 mgldL TBIL
Hemoglobin Hurman 500 mg/dL NSI
Lipemia Intralipid® 500 mg/dL N8I
Ascarbic Acid Slgma 6 mofdL NS|
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Table 3.0 Intarferences, Continued

SUBSTANCE SOURCE LEVEL TESTED OBSERVED EFFECT
Lactate Dehydrogenase Chicken hearts 4,000 UL NSI
Pyruvate Sigma 12 mg/dL NSI

a  Representative performance data oblained on LX20 PRO, DxC 600, and DxC 800 syslems.
b NSl = No significant Interference {s + 0.21 mmoliL or < + 4,853},
¢ Regislered trademarks are the property of thelr respective ovmers,

2, Venipuncture Immediately after or during the administration of Metamizale (Dipyrone) may lead to falsely low results
for LACT. Venlpuncture should be performed prior to the administration of Metamizole.

3. Refer to References (8,9,10,11) for other interferences caused by drugs, disease and preanalytical variables,
4. Refer to References (12) for guidelines on parforming interference testing.

PERFORMANCE CHARACTERISTICS
ANALYTIC RANGE

Representative performance data obtained on UniCel DxC 600/800 Systems.
The SYNCHRON System(s) method for the determination of this analyte provides the following analytical ranges:

Table 4.0 Analytical Range
SAMPLE TYPE CONVENTIONAL UNITS S, UNITS
Plasma or CSF 2.7 — 98,2 mg/dL 0.3 - 11.0 mmoliL

The low end of the analytical range represents the minimum level of detection. Samples exceeding the high end of the
analytical range should be diluted with saline and reanalyzed.

Sample results which are below the analytical range lower limit of 0.3 mmoliL (2.7 mg/dL} should be reported as
"<0.3 mmolfl" {"<2,7 mg/dL"),

REPORTABLE RANGE (AS DETERMINED ON SITE):

Table 5.0 Reportable Range

SAMPLE TYPE CONVENTIONAL UNITS S.. UNITS
okt LABNET FOR HEFERENCE RANGE

SENSITIVITY

Sensilivity Is defined as the lowest measurable concentration which can be dislinguished from zero with 95% confidence.
Sensitivity for LACT determination Is 0.3 mmoliL (2.7 mg/dL),

Refer to References (13) for guidelines on performing sensitivity testing.
EQUIVALENCY

Equivalency was assessed by Deming regression analysis of patient samples to-an accepted clinical method.
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Plasma (in the range of 0.5 to 10.3 mmoliL);

X {8ynchron Systems Lactate LAC on UniCel DxC 600)
Y (Synchron Systems Lactate LACT on UniCel DxC 600)
Slope

Intercept

CORRELATION COEFFIGIENT (R%)

Number of samples

Range (mg/dL)

Plasma (in the range of 0.5 to 9.5 mmoliL):

X (Synchron Systems Lactate LAC on UniCel DxC 800)
Y (Synchron Systems Lactate LACT an UniCel DxC 800)
Slope

Intercept

CORRELATION COEFFICIENT (R2)

Number of samples

Range {mg/dL.)

CSF (in the range of 0.6 to 9.7 mmol/L):

X (Synchron Systems Lactate LAC on UniCel DxC 600)
Y {Synchron Systems Lactate LACT on UniCel DxC 00)
Slope

Intercept

CORRELATION COEFFICIENT (R2)

Number of samples

Range {mg/dL)

CSF (in the range of 0.6 to 9.9 mmol/L):

X (Synchron Systems Lactate LAC on UniCel DxC 800)
Y {Synchron Systems Lactate LACT on UniCel DxC 800)
Slope

Intarcept

CORRELATION COEFFICIENT (R2)

Number of samples

Range (mg/dL}

Refer to References (14) for guidelines on performing equivalency testing.

0.92

-0.02
0.998

17
45-928

0.90

0.02
0.999

116
45-856

0.93
-0.07
0.989

119
54874

0.92

-0.03
0.008

119

5.4 -80.2
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PRECISION

A properly operating SYNCHRON System(s) should exhlbit precision values less than or equal o the following:

Table 6.0 Precision Values

TYPE OF 18D CHANGEOVER VALUE?
PRECISION SANPLE TYPE mmol/L, mg/dL mmol/L, mug/dL % CV
Within-run Plasma/CsF 0.13 1.2 4.4 40,0 3.0
Total Plasma/CSF 0.20 18 44 40.0 4.5

a  When the mean of the lest precision data Is less than or equal to tho changeover value,
determine the acceptabllity of the precision lesting. When the mean of the test precision
test % CV to the guldeline given above to delemino acceplabllity, Changeover valua =

compare the lest SD 1o the SD guldellne given sbove lo
dala is greater than the changeover value, compare tha
(SD guldeline/CV guldeline) x 100.

Comparative performance data for Synchron Systems evaluated using the CLSI/NCCLS Approved Guideline EF5-A2
appears In the table below.'® Each laboratory should characterize its own instrument performance for comparison

purposes,

Refer to References (15) for guidelines on performing precision testing.

Table 7.0 CLSI/INCCLS EP5-A2 Precision Estimate Method

Tst han | EFSAZ ottt
TYPE OF No, No, Data Value
IMPRECISION SAMPLE TYPE Systems | Points? {mmolfL} sD %CV

Within-run Plasma Contral Level 1 1 80 1.8 0.036 2.0
(DxC 600) Plasma Control Level 2 1 80 3.9 0.049 1.3
Plasma Control Level 3 1 80 6.6 0.078 1.2

PPHI 1 a0 9.8 (0.106 1.1

PPMID 1 80 7.0 0.092 1.3

PPLO 1 80 24 0.039 1.6

CSF Control Leve! 1 1 80 21 0.030 14

CSF Centrol Level 2 1 80 4.2 0.060 1.4

Total Plasma Control Lavel 4 1 ao 1.8 0.036 2.0
{DxC 600) Pilasma  Control Level 2 1 80 3.9 0.057 15
Plasma Control Level 3 1 80 6.6 0.091 1.4

PPHI 1 80 9.8 0.136 1.4

PPMID 1 a0 7.0 0110 1.6

PPLO 1 80 24 0.041 1.7

CSF Control Level 1 1 80 21 0.036 1.7

CSF Control Level 2 1 80 4.2 0.072 1.7

Within-run Plasma Control Level 1 1 80 1.7 0.027 16

LACT
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English

Chemistry Information Shoot B01249 AN

MARCH 2020







Table 7.0 CLSI/NCCLS EP5-A2 Precision Estimate Method, Continued

EPS-A2 Calculated

TYPE OF No. | No. Data Tefr;mian Point Estimates
IMPRECISION SAMPLE TYPE Systems | Polnts? {mmoliL) SD %CV
(DxC 800) Plasma  Conlrol Level 2 1 80 3.9 0.056 14
Plasma  Control Leve! 3 1 80 6.6 0.065 1.0
PPHI 1 80 8.7 0.115 1.2
PPMID 1 80 6.9 0.080 14
PPLO 1 B0 24 0.048 1.9
CSF Contre! Level 1 1 80 2.1 0.049 24
CSF Control Leve! 2 1 8O 4.2 0.053 1.3
Total Plasma Control Level 1 1 80 1.7 0.031 1.8
(DxC 800) Plasma  Conftrol Level 2 1 a0 3.8 0.063 1.6
Plasma  Controf Leve] 3 1 B0 6.6 0.093 1.4
PPHI 1 80 9.7 0.139 14
PPMID 1 80 6.9 0.092 1.3
PPLO 1 80 24 0.048 2.0
CsSF Control Level 1 1 80 24 0.052 25
CSF Conlrol Level 2 1 80 4.2 0.062 1.5

a  The polnt estimate is based an tha pacled data from ona syslom, run for iwanty days, lwo runs per day,

operaled and malntained according to the manufacturer's instructions,

Table 8.0 CLSI/NCCLS EP5-A2 Precision Estimate Method

two obsarvations parun on an instrument

Test Mean | EF9-A2 Calculated

TYPE OF No. | No.Data| Value Point Estimates

IMPRECISION SANPLE TYPE Systems | Points? {mg/dL) SD %CV
Within-run Plasma  Control Level 1 1 80 156.9 0.321 2.0
{DxC 600) Plasma  Conlrol Level 2 1 80 35.3 0.442 1.3
Plasma  Conirol Level 3 1 80 59.4 0.702 1.2
PPHI 1 80 87.9 0.957 1.1
PPMID 1 80 62,7 0.828 1.3
PPLO 1 80 21.6 0.347 1.6
CSF Control Level 1 1 80 18.9 0.269 1.4
CsF Control Leve] 2 1 80 38.1 0.545 14
Total Plasma Centrol Level 1 1 80 15.9 0.325 2.0
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Table 8.0 CLSI/NCCLS EPS5-A2 Precision Estimate Method, Continued

Test Mean EP5-A2 Calculated
TYPE OF No. | No.pata| value Point Estimates
IMPRECISION SAMPLE TYPE Systems | Points® {mg/dL} sD %CV

{DxC 600) Plasma Control Level 2 1 80 353 0.515 1.5
Plasma Control Level 3 1 80 59.4 0.817 14

PPHI 1 80 87.9 1.229 1.4

PPMID 1 80 62.7 0.989 1.6

PPLO 1 80 21.6 0.368 17

CSF +  Control Level 1 1 80 18.9 0.326 1.7

CSF Control Leve! 2 1 a0 38.1 0.645 1.7

Within-run Plasma Confrol Level 1 1 80 15.7 0.243 16
(DxC 800} Plasma  Control Level 2 1 80 35.1 0.500 14
Plasma Controf Level 3 1 80 59,1 0.584 1.0

PPHI 1 80 87.7 1.039 1.2

PPMID 1 80 624 0717 1.1

PPLO 1 80 21.3 0.415 1.9

CSF Control Level 1 1 80 18.6 0.440 24

CSF Control Level 2 1 80 37.8 0.478 1.3

Total Plasma Control Level 1 1 a0 16.7 0.284 1.8
(DxC 800) Plasma  Confrol Level 2 1 80 351 0.565 1.6
Plasma Control Level 3 1 80 59.1 0.838 14

PPHI 1 80 87.7 1.249 14

PPMID 1 80 62.4 0.832 13

PPLO 1 80 21.3 0.428 2.0

CSF Control Level 1 1 80 18.6 0.468 2.5

CSF Control Lavel 2 1 80 37.8 0.560 1.5

a  Thepoint estimate is based on the pooled data from ona system, run for twenty days, twa runs per day, two observations per run on an Instrument
operated and mainlained according to the manufacturer's Instructions,

ADDITIONAL INFORMATION

For more detailed information on UniCel DXC Systems, refer to the appropriate system manual,

Beckman Coulter, the stylized logo, and the Beckman Coulter praduct and service marks mentioned herein are
trademarks or registered trademarks of Beckman Coulter, Inc. in the United States and other countries.

May be covered by one or more pat. -see www.beckmancoulter.com/patents.
SHIPPING DAMAGE

if damaged product is received, notify your Beckman Coulter Clinlcal Support Center.

-
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REVISION HISTORY

Revision AB
Remove Not for distribution in the USA.,

Revision AC
Revised Reagent Storage and Stability section.

Revision AD
Added Revislon History

Revision AE
Revised Interferences section,

Revision AF
Added new language requirement: Czech, and Korean,

Revision AG
Removed references to CX and LX systems as they are discontinued effective 12/2013.
Added Beckman Coulter trademark statement and disclaimer,

Revision AH
Added GHS Classification information

Revision AJ
Added GHS Classification information

Revision AK
Updates to comply with requirements per Beckman Coulter Global Labeling Pollcy.
New statement (item #2) added under INTERFERENCES section.

Revision AL
Additional changes to comply with requirements per Beckman Coulter Global Labeling Policy.

Revision AM
Update to Symbols Key

Revision AN

Added new language requirement: Bulgarian, Romanian, Serblan, and Vietnamese. Additional changes to comply with
requirements per Beckman Coulter Global Labeling Policy.
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( SYMBOLS KEY

Table 8.0
Catalogue Number In Vitro Diagnostic
Contents I Temperature limit
l Manufacturer ¥, Expiration Dale
Batch code Safety Data Sheet
c € CE Mark (W5 Consult Instructions for Use
Authorized Representative in the | Date of Manufacture
European Community
Do Not Freeze W) Do not reuse
Made in Germany
LACT English Chemistry Information Shect BO1249 AN

Page 14 of 15

MARCH 2020







REFERENCES

1. Tietz, N. W,, "Specimen Collection and Processing; Sources of Biological Variation", 7extbook of Clinical
Chemisiry, 5th Edition, W, B. Saunders, Philadelphia, PA (2005).

2. Tietz, N. W., ed., Fundamentals of Clinical Chemistry, 6th Edition, W. B. Saunders, Philadelphia, PA (2007).

3. Fascicle VI, Chemistry / Clinical Microscopy: Patlent Preparation and Specimen Handling, Cornmitlee an Pafient
Preparalion and Specimen Handling, Colfege of American Pathologists Northfield Il (1992), ISBN:0-930304-44-6

4. CDC-NIH, Biosafely in Microbiclogical and Biomedical Laborslories, Sth Edition, (Washington, D.C.: U.S.
Govemnment Printing Office, 2009). (CDC 21-1112)

5. Tietz, N. W., Clinical Guide to Laborafory Tess, 3rd Edition, W. B. Saunders Company, Philadelphia, PA (1995).

6. Clinical and Laboratory Standards Instilute (CLSI), Defining, Establishing, and Verifying Reference Intervals in
the Clinfcal Laboratory; Approved Guideline—~3rd Edition, (Wayne, PA, 2008). CLS! dacument C28-A3 (ISBN
1-56238-682-4).

7. R.A.McPherson and M.R. Pincus, Henry's Clinical Diagnosis and Management by Laboratory Mathods, 22nd
Edition (Philadelphia, PA: Saunders Elsevier, 2011). (ISBN 978-1-4377-0974-2)

8. Young, D. 8., Effects of Drugs on Clinical Laboratory Tests Vols 1 and 2, 5th ed, Washington, DC, American
Assoclation for Clinical Chemistry, (2000).

9. Friedman, R. B., Young, D. S., Effecls of Disease on Clinical Laboratory Tests, 4th Edition, AACC Press,
Washington, D.C. (2001).

10. Young, D. S., Effects of Freanalytical Variables on Cllnical Laboratory Tests, AACC Press, Washington, D.C.
(1993).

11, Porter, W.H,, Crellin, M., Rutter, P.W,, Qeltgen, P,, Clin Chem 46:6 874-875 (2000).

12. Clinical and Laboratory Standards Institute. /nferference Testing in Clinical Chemistry Approved Guideline -
Second Edilion. CLS| document EP7-A2 (ISBN 1-56238-584-4). Wayne, Pennsylvania (2005).

13. Clinical and Laboratory Standards Institute (CLSI, formerly NCCLS), Profocols for Determination of Limils of
Detection and Limils of Quantitation, Approved Guideline (Wayne, PA, 2004). NCCLS document EP17-A (ISBN
1-56238-551-8)

14. Clinical and Laboratory Standards institute (CLSI, formerly NCCLS), Method Comparison and Bias Estimation
Using Patient Samples, Approved Guideline - 2nd Edition, NCCLS publication EPS-A2 (ISBN 1-56238-472-4)
Wayne, PA (2002).

15. Clinical and Laboratory Standards Institute (CLSI, formery NCCLS), Evaluation of Precision Performance
of Quantitative Measurement Methods, Approved Guideline - 2nd Edition, NGCLS document EP5-A2 (ISBN
1-56238-542-8) Wayne, PA {(2004).

Beckman Coulter Eurocenter S.A., 22, rue Juste-Olivier. Case Postale 1044, CH - 1260 Nyon 1, Swilzerland
Tel: +41 (022 365 36 11

H Beckman Coulter, Inc., 250 S. Kraemer Blvd., Brea, CA 92821 U.S.A.
www.beckmancoulter.com
Manufactured for Beckman Coulter, Inc.

Chemistry Information Sheet 801249 AN English LACT
MARCH 2020 Page 15 of 15






Kaiser Permanente

South Bay Area Laboratories

Medical Care Program Chemistry
SCPMG Laboratory System Procedure
SYNCHRON System(s) LACT
Chemistry Information Sheet Lactate
© 2020 Backman Coulter, Ine. Alt rights reserved. AS5550
Document History Page
Effective Date: 3-1-2012
Change Changes Made to Signature Lab Operations Laboratory Date change
type: Document — describe responsible Director Medical Director | implemented
New, person/Date | Review/ Date Review/ Date
Major,
Minor elc.
Existing | New Laberatory Med Director M. Acosta N. Muneno S. Wirio, MD 03-01-12
Review 02-27-12 02-27-12 2-28-12
Major Attached IPN-15014-3; M. Acosta J. Woalf S. Wirio, MD 12-17-12
Observed effect of LIH 12-14-12 12-1412 12-17-12
Minor AD: Added Revislon History. M. Acosta J. Wolf N/A 12-12-14
AE: Revised Interferences 12-05-14 12-09-14
section.
AF: Added new languags
requirement: Czech, and
Karean. .
AG: Removed references to
CX and LX systems as they
are discontinued effective
1272013,
Added Beckman Coulter
trademark statement and
disclalmer.,
Minor AH: Added GHS R. Castaneto J. Wolf N/A 2-1-17
Classification information 01-27-17 01-31-17

AJ: Added GHS
Classification infarmation

Page 10of 2




Kaiser Permanente
Medical Care Program
SCPMG Laboratory System

South Bay Area Laboratories

Chemistry
Procedure

Change
type:
New,

Maijor,
Minor etc.

Changes Made to
Document — describe

Signature
responsible
person/Date

Lab Operations
Director
Review/ Date

Laboratory
Medical Director
Review/ Date

Date change
implemented

Minor

AK: Updates to comply with
requirements per Beckman
Coulter Global Labeling
Policy.

New statement (item #2)
added under
INTERFERENCES section.
AL: Additional changes to
comply with requirements per
Beckman Coulter Global
Labeling Policy.

AM: Update to Symbols Key
AN: Added new language
requirement: Bulgarian,
Romanian, Serbian, and
Vietnamese. Additional
changes to comply with
requirements per Beckman
Coulter Global Labeling
Policy.

E. Raymundo
08/04/2022

R. Castaneto
08/05/2022

S. Wirio, MD
08/23/2022

8/30/2022

Major

Added specimen storage and
stability modification: Lactic
Acid samples collected in
gray top tubes are validated
for transport in room
temperature for one (1) hour
before centrifugation.

I

'Lf?i )

Page 2 of 2




