D%Med

Haemostasis

for platelet function testing on the
DiaMed Impact-R device.

The device is testing platelet adhesion

in anticoagulated whole blood under arterial flow conditions (1800 s'; for 2
min.) . The laminar flow oveer polystyrene surface of the well is achieved

according to the Cone and Plale principle, The Impact-R test method is aimed

at the study of platelet function, screening of primary haemostasis

abnormalities (e.g. Von Willebrand disease) including thrombocytopenia and
manitering therapies. It can be used for testing bath hypo- and hyperfunction

of pplatelets. Furthermaore, it provides a quick methed for monitoring the
response to various anti-plalelet drugs.

Introduction / Intented use:
The Impact-R Test Kit is a reagent kit

Reagents:

Impact-R Test Kit, containing:

=1 x 50 pcs. cones

=5 x 10 pes. wells

-1 x 55 pcs. pipette tips

=1 x 100 mL “May Grinwald” staining solution to be bought separately from
www, VWR.com (contains Methanol = 500 )

Chemicals must be disposed of in compliance with the respective

national regulations,

R11, R23, R24, R25, R39 *
87, 518, 536, 537, 545"

28°Cc  Stability: see expiry date on label.

18°C
R11 Highly flammabbe
R2Z3 Toxiz by inhalation
R24 Toxic in contact with skin
R25 Toxic if swallowed
R39 Danger of very serious imeversible effects
57 Keep container tightly closed
516 Keep away from sources of ignition. No smoking.
536 Wear suitable prolective clothing
537 Wear suitable gloves
545 In case of accident or if you fesl unwell, seek medical

advice immediately (show the label where possible )

Further materials required:
* Matis Medical Impact-R
® PC (requirements sea User Manual Diamed Impact-R)
* Matis Medical EP-3 pipetie or equivalent,
® Sodium citrate vials 0, 105 M (Becton Dickinson 4.5 ml,, 3.2%)

Sample material:

Whole blood samples to be lested should be collected in 0, 105 moliL
(BD 3,2%) sodium citrale, Store the sample al room temperarture
(18-25C).

The samples should be tested not earlier then 45 minutes and not later
then 3 hours after collection,

For platelat testing never use the first tube from a blood collection.

Caution:

There is a risk of infection from skin contact with blood samples.
Ahways wear protective gloves when working, in accordance with
laboratory safely regulations.

Controls:

Known samples should be included in accordance with the relevant guidelines

of quality assurance,

Test procedure for whole blood assay (Standard test)

Fer detailed instructions, please consuit the User Manual Impact-R Chapter 6.2

For routine platalel testing , the following paramelers must be defined:
Set 1: 0 RPM for 15 sec. (pre-incubation)

Set 2: 720 RPM for 120 sec.

1. Define the blood test parameters [ motor 1).

2. Place up to 4 kits (well and cone ) in their places. Mark the date and running

number on each wall.

3. Place the bell-housing with the collet over each well and cone:
Press the head of the collet to verify that the cone and the collet
are attached. Remove the bell-housing with the engaged cone from
aach wall.

4. Mix the blood test tubes on the tube rotator at 10 RPM 1 minute.
When the oycle is complate, immediately open the blood tubes,

5. Important : if the tube is used for the first time after the blood was
taken or if the tube has not touched for more than 10 minutes,
repeat point 4.

6. Aftach a tip to the pipetor and calibrate to 130 pL. Push the button

on top of the pipetor and insert the tip into the first test tube about half way into

the blood; then press the pipetor button to suck the blood into the tip.
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DiaMed Impact-R Test Kit For the determination of platelet functions in antico-
agulated whole blood with the DiaMed Impact-R Product-ldentification: 47600

Insert the tip into the first well and emply by pressing the pipetor
button again. Release the blood over the center of the well,
Remave the tip and immediately put the bell-housing with the
engaged cone in place,

Recommuendation: Make swe thal you perform this step in less
than 4-5 seconds after you take the tip out of the well.

Dispose of the used tip inlo a biological waste container by pressing
the release button of the piptor,

Immediately repeat steps 4 through to 9 for the other blood test
tubes,

Recommendation: 4 samples must be completed in less than 45
seconds.

Push the “A” key to start the rofation process according to the
pre-defined parameters.

. When the rotation is finished, remove the bell-housing with the

coné on the collet; pull the collet stick to releasa the cone above the
biclogical waste container,

Using a Pasteur Pipette with a Diamed fip attached to, dispose off
the excess blood, which remained in the well by washing the well
with regular tap waler or saline solution.

Hold the well gently with your fingers. In any case, do nol louch

the well inner surface. Wash the well by directing a gentle waler
stream from the Pipette on the inner side wall of the well.

. Add about 1 mL  * May Grinwald” staining solution to the empty

(washed) well. Wait for about 1 minute and complately suck the
stain out using a suction pipette; leave the well to dry for about 1
minute until there are no visible residues of liquid on the surfaca.

15. Cnntinue the test by analyzing the result.

Interpretation of the value:
1. General diagnostic criteria:

MNormal range
Surface Coverage:

> 7.5 % and Average Size > 25 pm?

2. Screening for von Willebrand Disease (vWD):

Surface Coverage:

= 7.5% or Average Size < 25 pm?
{ with normal platelet count)

Sensilivity TE%

Sensitivity : 91%

3. vWD Confirmation;

Blood sample supplemented with von willebrand Factor (0,25 IU/mL) is
tested by the Impact-R. If the results indicated above are increased to
the following values the diagnosis of vWD is confirmed,

Surface Coverage:

> 7.5 % and Average Size > 25 pm?

4. vWD Confirmation Notes:
4.1. Low SC andfor AS , which are cormecled byt the supplementad vWF,

may indicate an Epinephrine receplor dysfunction as well |

4.2, In a case where the SCIAS values are not comected by wWF check

for Glanzmann's thrombocytopeinia, Bemmard Soulier disease and
Epinephrine receptor dysfunction,

Protocol for assessing a patient with a bleeding tendency

VWD or EPIR delf

Basic Impact
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cofrecied SC= Uncomacied SCs
GT, EPIR def, B5S

]\ /‘ Etablished specific genelic or drug
affect

Complete aggregomedry studies

Run modified impact with ADP, Collagen,
EP1, Ah,

Remarks:
For detailed remarks rafer to the User Manual DiaMed Impact-R.

Limitations:

a)

b)
c)
d)

e)

Too fast or too slow agitation of the cone may cause wrong results!
Control before every run the speed and duration of the agitation, This must
be in a normal testing procedura: 720 rpm ( = 1800 5-1) for 2 minutes.
Ower-agitation when mixing the blood sample after collection and before
use may activate the platelets and causae incormact resulls.

Strict adherence to the procedures and recommended equipment is
assential.

Use only the pipette tips from the Impact-R test kit. The use of other tips
may cause incomect results,

The adhesion properties of paltelets is affected by both haematocrit

and platelet count. Blood samples must have a minimum platelet count of
25'000. Therefore , testing blood samples with haematocnt < 30 or platelet
count < 100000 may result in a SC < 7.5 % and AS < 25 pm? that can be
increased by comecting the haematocrit or platelet count (indicating normal
platelet function).

In the case of thrombocytopenia an AS > 25 pm? in spite of low SC may
represent a lower number but with normal function.

The AS mmqulmaanmtanhmlufaulfammmgalnmtu
provide diagnestic information. SC values of 1,5 % or lower do not allow an
mtarpmlaﬁunnftha AS parameter.
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