STAPHYLOCOCCUS LATEX TEST KIT

Catalogue No Product description
STA/012 100 Test kit

STA/020 300 Test kit
INTENDED USE

The Plasmatec Staphylococcus Latex Test kit isintended for the identification of isolated
staphylococci colonies grown as pure cultures on plates that produce dumping factor and/or
protein A

The common method of identification of these species is the plasma coagulase test. There

are two distinct factors involved:

1. Cell associated clumping factor which reacts with fibrinogen. The usud test for this
isthe dide coagulase test.

2. Extracellular free coagulase which activates prothrombin, and in so doing initiates
clot formation with the plasma. The usua test for this is the tube coagulase test. In
addition, over 95% of pathogenic strains of S. aureus produce protein A, either with
or without clumping factor. Protein A has a high affinity for the Fc moiety of 1gG.

To this end, the Plasmatec S. aureus latex reagent has been designed to react with those

species of Staphylococci possessing either clumping factor, potein A or a combination of

both.

WARNINGSAND PRECAUTIONS

For in vitro diagnostic use only

For professond use only

Health and Safety war nings:

All patient samples and isolates derived from patient samples and reagents should be treated
as potentialy infectious and the user should wear protective gloves, eye protection and
laboratory coats when performing the test.

Non disposable apparatus must be sterilised after use by an appropriate method.

Disposable apparatus must be treated as biohazardous waste and autoclaved or incinerated.
Spillages of potentialy infectious material should be absorbed and disposed of as above. The
site of spillage must be sterilised with disinfectant or 70% a cohal.

Do not pipette by mouth.

These reagents contain micro-fine btex suspensions coated with human plasma proteins
(fibrinogen and 1gG) and/or bovine serum abumin. The human plasma proteins have been
tested and found to be negative for HIV and HbsAg. Nonetheless the reagent must be treated
as potentially infectious and appropriate precautions should be taken when handling and on
disposd. The product also contains agueous buffer sdts including less than 0.1% sodium
azide as a preservative - see material safety data sheet The dropper bottle teat is made from
natural rubber.

Analytical precautions:

Do not modify the test procedure.

Do not dilute or modify the reagent in any way.

Allow all reagents and samples to reach room temperature (18 - 30°C) before use.
Resuspend latex reagent preparation gently but thoroughly.

Discard the reagent if the suspension becomes rough (i.e. shows signs of auto-agglutination)
or fails to agglutinate with cultures known to contain clumping factor or Protein A.

COMPOSITION

Kit contents:

Staphylococcus Test Latex reagent 2.5 ml
Staphylococcus Control latex 2.5 ml

Disposable Test Cards, Mixing Sticks and pack insert.

STORAGE AND SHELF LIFE

Store reagents at 28°C.

DO NOT FREEZE LATEX REAGENTS.

Do not use reagents after the stated expiry date.

Once opened latex reagents may be used until the expiry date provided they have been stored
correctly and have not been contaminated.

MATERIALSAND EQUIPMENT REQUIRED BUT NOT PROVIDED.
Sterile bacteriologica loop

SPECIMEN AND SAMPLE PREPARATION

Consult a standard microbiological text book for methods relating to specimen collection and
the preparation of primary cultures on agar plates. Cultures should be fresh 24 hour growths
and may be tested directly from the plate. If there isinsufficient growth sub culture to blood
agar base or nutrient agar and incubate overnight at 37°C.

Organisms grown on high salt media, such as mannitol sdt agar, may show signs of

stringiness when mixed with the reagents. Any discrepancies can be eliminated by parallel

use of the control latex with the test latex. Alternatively sub-culturing to blood agar base or
nutrient agar to avoid the problem.

PROCEDURE

Principle:

Staphylococci (especidly S.aureus) may produce coagulase, clumping factor and/or Protein
A. The Plasmatec Staphylococcus Latex Test Kit detects the presence of both clumping factor
and protein A on the bacterial cell and therefore is more sensitive than a slide coagul ase test
alone but may be less specific since some non S.aureus species may non specificaly
agglutinate latex particles. To eliminate thesecases, and thereby improve the specificity of the
test, a control reagent which is latex particles that are not coated with either fibrinogen or
human 1gG is provided in the test kit and should be used.

Method
1

Shake the test latex reagent bottle well to expel any air in the dropper tube. Place one
drop of reagent in the centre of a 3cm circle on a disposable dide.

2. Using a sterile loop, pick off 24 colonies from a fresh overnight culture plate of the
organism to be investigated, and emulsify in the drop of reagent on the dide.

3 Rotate the dide gently and observe for agglutination. Do not rotate for more than 1
minute. View only using normd laboratory lighting. Do not employ the use of
magnifiers of bench lights.

4, In the case of rough or stringy samples, carry out the above procedure using the
control latex and using the same sample culture.

RESULTS

A POSITIVE RESULT is indicated by the visible aggregation of the latex particles. This
will normally occur within afew seconds of mixing.

A NEGATIVE RESULT isindicated by amilky appearance without any visible aggregation
of the latex particles.

However faint traces of granularity may be detected in negative patterns, depending on the
visual acuity of the operator.

INTERPRETATION OF RESULTS

A postive result is indicated by the visible aggregation of the latex particles. This will
normally occur within a few seconds of mixing depending on the strength of the antigen
extract. A negative result is indicated by a milky appearance without any visible aggregation
of the latex particles.

Agglutination of thelatex reagent without agglutination of the control reagent indicates
the presence of either clumping factor or protein A.

If the control reagent also shows agglutination then other biochemical tests will be necessary.

PERFORMANCE CHARACTERISTICSAND LIMITATIONSOF THE
METHOD

A blind trial was carried out by the Leicester PHLS. Two hundred and fourteen reference
strains were tested. These represented a number of commonly isolated species together with
certain rare species.
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Sensitivity 15/15 = 100%
Specificity 134/135 = 99.3%

Some species of staphylococcus other than S.aureus (notably S. intermedius and S.hyicus)
may give positive results in conventional coagulase tests and may also agglutinate latex
reagents. Rare species such asS.lugdunensis and S.schleiferi have been reported asclumping
factor positive. Novobiocin resistant strains may also give false positive results using latex
based tests. Several species such as E.coli and C.albicans are capable of non-specifically
agglutinating latex particles.

Organisms that possess immunoglobulin binding factors may also agglutinate the test reagent
latex.

INTERNAL QUALITY CONTROL
A control latex is provided and should be used to verify that organism under test does not
agglutinate latex particles non-specifically.
Periodicaly check the following:
1. The test reagent agglutinates with aknown S.aureus strain
2. The test and control reagents do not auto agglutinate in normal saline solution.
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