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INTENDED USE

The Argutus Medical NEPHKIT® Alpha GST EIA provides a method for the
quantitative determination of alpha glutathione S-transferase (aGST) in urine. For the
assay of other GST classes, please contact Argutus Medical for further information.

BACKGROUND

Alpha Glutathione S-Transferase (aGST) is found in the proximal tubule region of the
kidney whereas Pi Glutathione S-Transferase (TGST) is confined mainly to the distal
tubules'. aGST is released into the urine in normal individuals, as confirmed by
immunoassay and western blot analysis?>. Any event which precipitates proximal
tubule damage may cause increased release of aGST into urine and elevations of
urinary aGST levels have been shown to be associated with proximal tubule
damage. Urinary aGST has been found to be a valuable tool for studying proximal
tubular injury in nephrotoxicity>®, environmental toxicity®, surgery’, acute renal
failure® and transplantation® 2.

The release of TGST has been shown to be associated with distal tubular damage®,
thus simultaneous measurement of a and TGST may allow discrimination between
proximal and distal tubular damage®®"" such as in nephrotoxicity’, acute renal
failure®, transplant rejection®°, ischaemia reperfusion injury®'" and diabetes.

Urinary GSTs are sensitive indicators of current renal injury and may show renal

effects while other biomarkers such as serum creatinine or blood urea nitrogen
(BUN) are unchanged®®.

ASSAY PRINCIPLE

Argutus Medical NEPHKIT® Alpha GST EIA is a quantitative enzyme immunoassay.
The test procedure is based on the sequential addition of sample, enzyme conjugate
and substrate to Microassay wells coated with anti-aGST IgG. The resultant color
intensity is proportional to the amount of aGST present in the sample. The assay
range is 1.25 - 40egl/L.
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COMPONENTS

1. Antibody coated Microassay plate
12x8 well strips coated with IgG directed against aGST.
Breakapart wells.
READY TO USE

2. GST Calibrator CAL
Purified aGST in stabilising diluent (200¢L).
Contains Thiomersal and sodium azide.
STOCK SOLUTION

3. Positive Control CONTROL | + |

aGST (in protein containing solution with
added stabilisers (4.5mL).)

Contains Thiomersal and sodium azide.
READY TO USE

4. Conjugate Concentrate | CONJ | 51X |
51x Anti-aGST IgG conjugated to
horseradish peroxidase (300uL).
Contains Thiomersal.
CONCENTRATE

5. Wash Concentrate |[BUF| WASH | 20X |
20x Phosphate Buffered/SalineTween-20
(PBST 55mL).
Contains Thiomersal.
CONCENTRATE

6. TMB substrate | SUBS | TMB |
Stabilized liquid TMB solution (11mL).
READY TO USE

7. Stop Solution [ SOLN [STP |
0.5 mol/L sulphuric acid (11mL).

READY TO USE

8. Sample Diluent [ DIL [ SPE |
Protein containing solution (50mL). Contains sodium azide.
READY TO USE

9. NEPHKIT® Urine Stabilizing Buffer | BUF | NEPH |
Contains Thiomersal and sodium azide (10mL).
READY TO USE

10. Instructions for use INS

Argutus Medical - www.argutusmed.com 5
Document Code: NEPA-127-US-09
06/2010



Argutus Medical NEPHKIT Alpha EIABIO66NEPH/A Instructions for Use

PRECAUTIONS

SAFETY

e The Argutus Medical NEPHKIT® Alpha GST EIA is for research use only;
not for use in diagnostic procedures.

e The Argutus Medical NEPHKIT® Alpha GST EIA kit is intended for use by
qualified laboratory staff only.

e The kit contains material of human origin, which has been tested and
found to be negative for Hepatitis B DNA, HCV RNA and HIV RNA.
However, since no test can provide complete assurance, treat all materials
as potentially infectious.

Some reagents contain Thiomersal, which may be toxic if ingested.

The Stop Solution contains sulphuric acid, which is corrosive. Avoid
contact with the skin and eyes. If contact occurs, rinse off immediately with
water and seek medical advice.

e The substrate contains TMB, which may irritate the skin and mucous
membranes. Any substrate, which comes in contact with the skin, should
be rinsed off with water.

e Some reagents contain sodium azide, which may form potentially
explosive metal azides with lead and copper plumbing. For disposal,
reagents should be flushed with large volumes of water to prevent azide
build up.

¢ Dispose of all clinical specimens, infected or potentially infected material in
accordance with good laboratory practice. All such materials should be
handled and disposed as though potentially infectious.

e Residues of chemicals, preparations and kit components are generally
considered as hazardous waste. All such materials should be disposed of
in accordance with established safety procedures.

e Wear protective clothing, disposable latex gloves and eye protection while
handling specimens and performing the assay. Wash hands thoroughly
when finished.

e Do not pipette materials by the mouth and never eat or drink at the
laboratory workbench.

[ ]
|

I

PROCEDURAL

Argutus Medical recommends that for clinical trials projects, users assay
all samples using the same kit lot number for optimal study consistency.
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