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Instructions for use - Cups & Pins

REF | 4011EU - Cups & Pins UDI|59998629924011EU_1UU

Intended purpose

C € IVD The Cups & Pins are single use specimen receptacles for
professional use, intended for viscoelastometry analysis of
citrated blood samples.

CAUTION: A use of the device outside of its intended purpose, may lead to the test results
being incorrectly interpreted by the user.

Indications for use

Indicated to be used for the performance of viscoelastometry analysis.

Contra-indications for use
As the device is a receptacle for viscoelastometry analysis, no limitations on its use are introduced.

The contra-indications of the performed assay apply.

Intended users
e trained healthcare professionals,
e trained laboratory professionals.

Environment of use

Indoors in a typical setting of a laboratory, equipped and designed to ensure standard electrical
connections, adequate lighting as well as standard environment settings regarding temperature,
humidity and pressure to ensure the functionality of typical electrical devices like electrical medical
devices and personal computers.

Intended patient population

As the device is a receptacle for viscoelastometry analysis, no limitations on its use are introduced.
The limitations of the performed assay apply.

Principle of the method

Viscoelastometry [1-2] allows for the detection of whole blood formation in whole blood, and thus
detects coagulation initiation (by the clotting time, CT), blood clot firmness (by the maximum clot
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firmness, MCF, or related parameters, such as the A20, amplitude 20 minutes after CT) and clot
stability or fibrinolysis (by the maximum lysis, ML).

In viscoelastometry the kinetics of the whole blood clot formation are measured as follows: The blood
sample (typically 340 pl) is placed between a cylindrical cup and a cylindrical pin. The
viscoelastometry instrument creates a periodic rotation between the cup and the pin by approx. 5°.
As long as the blood is fluid this relative movement is maximal. When the blood clots, the blood clot
adheres to the surfaces of the cup and the pin and interferes with the relative movement between
these surfaces. The reduction of the relative rotation of cup and pin is a measure for the mechanical
strength of the blood clot. It is continuously detected by the viscoelastometry instrument and
transformed into the clot amplitude, which is expressed in mm for historic reasons. The cup & pin is
used in combination with the respective viscoelastometry reagents.

To ensure a good attachment of the blood clot onto the surfaces of cup and pin, the blood-contacting
surfaces are coated with a plastic polymer coating. For quality control purposes this coating includes
a light silver color.

Materials provided

120 Cup & Pins provided in 6 packages of 20 Cups & Pins each, composed of the plastic Cup and
plastic Pin coated with a plastic polymer.

Additional materials and devices required

e Viscoelastometry analyzer
e Electronic pipette
e Viscoelastometry reagents

e Blood collection tube (3.2% sodium citrate) for coagulation testing

Product preparation

The product is ready to use.

Storage and stability

Store at room temperature in the provided primary packaging. The Cups & Pins are stable until the
expiration date stated on the label.

Warnings and precautions

For professional use by trained personnel.

@ CAUTION: Do not use receptacles from defective packaging.

CAUTION: Intended for single use - do not reuse.
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to be reported to the manufacturer and the competent authority of the Member State in

f CAUTION: Any serious incident that has occurred as a result of the use of the device has
which the user and/or patient is established.

CAUTION: Failure to comply with these instructions for use may result in device handling
errors leading to wrong test results.

ﬁ-x CAUTION: Human blood samples should be handled with care, following general
\II precautions recommended for bio-hazardous materials [3].

CAUTION: General precautions (e.g, wear gloves and minimize skin exposure to
specimens and reagents) should be followed when handling all materials.

NOTE: Dispose of waste according to local regulations.

NOTE: A material safety data sheet is available upon request.

Residual risks, undesirable side-effects, and information for the
patient

The following residual risks were identified during the risk management activities for the device:

e In case of an off-label use of the product, test results may be incorrectly interpreted by the
user.

e In case of device handling errors, patient’s coagulation may be incorrectly reflected.

e In case of the use of the expired product, patient’s coagulation may be incorrectly reflected.
Warnings and notes are provided throughout the whole instructions for use.
No undesirable side-effects were identified during the post-market activities for the device.

No information for the patient is required to be provided for the device.

Sample collection

CAUTION: Collect a venous blood sample according to the recommended procedures
[4-5] using a blood collection tube with 3.2% sodium citrate. Samples should be

A analyzed within 3 hours from blood collection. Store the blood at room temperature.
Always ensure blood collection tubes are filled to the indicated fill volume to avoid
excessive citrate levels.

Test procedure

1. Check the expiry date of the device. Expiry date format is yyyy-mm-dd.

CAUTION: Do not use the expired product. The use of the expired product may
lead to wrong test results.

2. Create the test in the software of the viscoelastometry analyzer according to the analyzer
manual.

Open the primary packaging of the Cups & Pins. If necessary, tear the seal (label) open.

4. Remove one Cup & Pin (together). Do not touch the outer surface of the pin!
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a 'I' — CAUTION: Do not touch the outer surface of the Pin. Contaminated
surface of the pin may lead to wrong test results.

5. Place the Cup and Pin into the analyzer according to the analyzer manual.

A\

CAUTION: Make sure the cup and the pin are completely inserted into the
corresponding parts of the analyzer. An incomplete insertion of Cup and / or Pin

into their designated places in the analyzer can lead to wrong test results.

6. Add the sample and the reagents to the Cup as described in the instructions for use of the
respective assay.

7. Start the test as described in the analyzer manual.

The test will stop, or you can stop the test as described in the analyzer manual.

9. Remove the Cup and the Pin and dispose according to local regulations.

Limitations and interferences

As the device is a receptacle for viscoelastometry analysis, no limitations and interferences on its use
are introduced. The limitations and interferences of the performed assay apply.

Manufacturer

] el

APIRO Diagnostics Kft.

Liget utca 3/2, HU-2040 Budaors, Hungary
+36 30 203 3334 / info@apiro.eu / http://www.apiro.eu

Symbols

Symbol Meaning Symbol |Meaning
Manufacturer Use-by date
Batch code Catalogue number

LOT

el

Country of manufacture

Do not use if package is damaged
and consult instructions for use

(i

Consult instructions for use or
electronic instructions for use

Do not re-use

&

Biological risks

4@ @® 1

Contains sufficient for <n> tests
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Symbol Meaning Symbol |Meaning

w a Do not touch pins Caution / Warning

X

Not intended for near-patient CE marking of conformity
testing
U DI Unique device identifier IVD In vitro diagnostic medical device
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