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STORAGE AND STABILITY

Tri-stal Liquid Controls Kil is ready 1o use with no additional preparation
required, Relrigerate at 2°C - §° C (36°F - 46° F} when notin use. Do not
e allow 1o freeze, Tri-stat Liguid Controls cannot be ysed once irozen.
re Opened Tri-stat Liquid Control vigs are stable for 30 days, when propery

stored. Unopened Tri-slal Liquid Controls are stable ungl the expiration
date, when properly stored.

L Before using, allow to wam 1o room temperature 15°C - 268°C (59°F -
we B2°F).

g [0 NOT USE after the expiration date.
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PRECAUTIONS

INTENDED USE

The Tri-stat Liquid Controls Kit is intended for use as a quality control material to monitor the perfunmance
of laboratory testing procedures for HbAfc quantitation. The control is designed for use with Boronate
Affinity-based assays. For in vilro diagnostic use unly

POTENTIALLY BIOHAZARDOUS MATERIAL

Human sourced materials were used in the manufacturing of this product, This product
was found 1o be non-reactive lor hepatitis B surface antigen (HBsAg), antibodies o
hepalitis C {HCV), and antibodies to Human Immunodeficiency Viruses (HIV-1 and HIV-
2). when lested by FDA cleared methods. No known test method can ofier assurance hat

products derived from human blood wilt not ransmit disease, and matenial should be handled
as such.

CAUTION: For i Vitro Diagnostic (VD ] Use ONLY

SAFETY GLASSES, GLOVES AND LAB COAT ARE RECOMMENDED WHEN USING
THE TRINITY BIOTECH HbA1c (GHb) CONTROLS.

CAUTION: Use only Trinty Biotech suppiied Tri-stat Liqud Conwols Kit (REF: 03-06-00t1) ko
performance verification. Other control materiala ore not compatible and may not be used.

TEST PROCEDURE

REF 03080011 LOT 7530

SUMMARY AND EXPLANATION OF THE TEST

Recognition of the usefulness of HbA1c in the control of diabetes has led to a substantial demand tr its
measurement by dinical laboratories.'??45 Refiable use of the dafa generated necessitales good
accuracy and precision in the Hemoglobin HbA1c measuremenl, Many factors can atfect the performance
of the assay. In order to ensure the accuracy and precision of this assay, high quality Control material
should be used. The Trinity Biotech Tri-stat Liquid Controls Kil was developed to assisl with these
requirements.

Good laboratory practice provides a system of management controls to ensure the consistency and
reliability of analytical resulis {e.g., standard operating procedures, uniiorm sample collection and handling
practices, performance training of personnel, statistical evaluation of control results, proper storage of test
%ts and controls, a permanent record of control results, ete.). Use of extemal control samples ensures the
1est reagents are working propesly, thal the Trinity Biotech Tri-stal Analyzer is calibrated properly. and that
the operator has pariomed the test comecty. If the controls do not perform as expecled (ie. within given
acceptance ranges), review the instructions for use 10 see if the test was performed correctly, repeal the
tes! or contact Trinity Biotech Technical Service before testing patient samples.

The staff at each laboratory site will benelt by establishing a quality assurance plan, based on their
institution’s poficies. Run quality control specimens, for example, under the following conditions:

At regular intervals determined by the laboratory procedures

With each new shipmenl of Tri-stat Reagent Kils and with each new lot of Reagent Kits
To train and confirm performance acceptability for new analysis

When results do not malch the patient’s clinical condifion or symptoms

The Tri-stal Liquid Controls Kit should be tested frequently, and at least daily, to verify instrumenl and
assay performance. The Tri-stal Liquid Controls Kit should be run with every new reagent kit new
instrument, and prior to use after periods of storage. Run Tr-stal Liquid Controls Kit and repeal sample
blood lestif there are any questions about a test result

Good laboratory practices include a well-designed and implemented quality control process. These
practices, for example, may involve:

Proper storage and handling of reagent kits
Carehul sample collection and handiing procedures
Training of testing personne!

Routine review of sample and control results
Periodic quality system reviews

Retention of quality control testing records

If the problem cannot be comected, or the reason for an out-of-imits result cannol be determined, contact
Trinity Biotech or he Trinity Biotech Distributor nearest you

PRINCIPAL OF THE PROCEDURE

The Tri-stat tesl employs a patenied two phase opical assay. The reagent tube contains boronate atfinity
gel. A finger stick or venous blood sample 's collected with a capifiary and added to the reagent lbe. In
the instrument, the sample is mixed with the suspended ge! particles, releasing HbAtc from the red blood
cells. The HbA1c binds to the gel particles, which settle o the bottom of the reagent tube at the end of the
test. Measurement of HbA1c is by fluorescence quenching. Afler calculations and vaidation, the HbAlc
test valug is displayed on the display screen. The assay is linear with HbA1c: concentration.
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The Tri-stat Liquid Contrals Kit should be used in the same way as patient samples. Both the Tri-stat
Liquid Controls Kit and patient samples can be run at the same time.

1, Open the kil containing the Low and High Tri-stat Liquid Controls and droppers.

2. Replace the white cap on the Law Tri-stat Liguid Conirol with the while dropper cap, and the black
cap on the High Tri-stal Liguid Control vial with the black dropper cap.

3. ThePackage Insert contained in each kit contains detailed instructions for running the Tri-stat
Liquid Controls. The Tri-stat Quick Reference Guide can also be used as a reference.

4 lithe Tri-stal Liquid Control result |S within the acteplance range stated on the Package Insert, the
Tri-stat analyzer can be used to test patient samples.

& 1f\he Tri-stat Liquid Control result [S NOT within the acceptance range:
a) Check the: Expiration Date of the Tri-stat Liquid Confrols Kt
b) Check thal the color has not changed (indication of storage issues)
c) Ensure sample is not clinging Lo Ihe cutside of the ICC.
d) Ensure there are no aif spaces’ bubbles inthe ICC
&) Re-run the Tri-stat Liguid Conirol Test.

1t the Tri-stat Liquid Control result is not acceptable do not use the Tri-stal analyzer for testing.

RESULTS AND INTERPRETATION OF RESULTS

These Trinity Biolech Tri-stat Liquid Control malerials have been assigned values utiizing NGSP andior
IFCC primary HbA1c reference malerials, According to these reference malerials, the Trimty Biotech Tri-
Stat system has been assigned a system- and methodology-specific control range to optimize accuracy.
Individual 1aboratory means should fall within the comespanding acceptable range; however, taboratory
means may vary from the fisted values during the life of this control. Vanations over lime and between
laboratories may be caused by difierances in laboratory techrigue, instrumentation and reagents, or by
manulacturer test method modifications. It is recommended thal each laboratory establish its own means
and acceptable ranges and use those provided only as guides.

Trinity Blotech Tri-stat Liquid Control Kit [LOTI7530 = EXP 2018-07-3
Comtrol Level | [LOT |7531 Control Level 0 [LOT]7532
s | B
Trinity Biotech Tri-stat_
HbA1G{NGSP} % 89 8.2 . 16 1.2 10.1 - 123
HbAle {IFCC) EYI 52 a4 . &0 9% 87 - m

S units (Sisiéme infamationale) = mmol HbA 1cimal Hb

Users of ather methods should determine their cwn values.

|
Mean Value Range of Aczeptable Values

LIMITATIONS

» This product should nol be used pasi the expiralion date.

« |ithere is avidence of microbial contamination, brown color or excessive lurbidity in the reconstituted
HbA1c (GHb) Control, discard Lhe vial.

= This product is not inlended lor use as a standard,

APPEARANCE

REFERENCES

Tri-stal Liquid Controls are dark cherry red in color. Do not use if color or appearance has changed.

REAGENTS / COMPONENTS

1 Tri-stat Liquid Low Control {1000 yiL), White Cap

1 Tri-stat Liquid High Control {1000 pL), Black Cap

2 Dropper Caps - 1 White Cap for Tri-stat Liquid Low Control
-1 Black Cap for Tri-stal Liquid High Control

1 Package inserl

This kit contains two vials, There is ane vial of Low Contral {White Cap) and one vial of High Control (Black
Cap). The Tri-stat Liquid Controls Kit is ready for use, without any additional preparation,
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