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1 Purpose and Principle

The Roche CoaguChek Pro Il monitor is intended for use in the determination of blood INR at the
Point of Care.

The CoaguChek test strip contains human recombinant tissue factor. When a blood sample is
applied to the test strip, the reagent dissolves, generating an electrochemical signal. The signal is
then converted via an algorithm to INR units and the result is displayed.

2 References
e CoaguChek Pro Il operators manual.
e CoaguChek PT test strip insert

3 Equipment
CoaguChek Pro Il —-meter
CoaguChek Pro II- Base station

Equipment is supplied by Roche

Roche Diagnostics Limited
Charles Avenue

Burgess Hill

West Sussex

RH15 9RY

Tel 0808 100 1920
In the event of a breakdown please contact the POCT team on 01904 725890

CoaguChek PT test strips 06688721- These can be stored at 2-30C
CoaguChek PT control solutions 06679684~ These should be stored at 2-8 C

4  Personnel Authorised to Perform Procedure

These procedures must only be carried out by staff members who have received face-to-face
CoaguChek Pro Il training with POCT or with a link trainer and completed competency
paperwork. Access is given in Cobas IT and paperwork is stored in the X-
drive>Biochemistry>POCT>Training Logs. Competency is recertified every 2 years.
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Sample Requirements (including COSHH Risk Assessment & First Aid)
e 8L fresh capillary whole blood

¢ Non-anticoagulated venous whole blood. If this is from a syringe please discard the first 4
drops of blood.

e Non-anticoagulated arterial whole blood. If this is from a syringe please discard the first 4
drops of blood.

¢ All human blood samples must be treated as potentially BIO-HAZARDOUS.

e Approved Personal Protective Equipment (PPE) including lab coats, gloves and eye-
protection must be worn when handling open blood samples or derivatives thereof.

conjunction with adherence to Trust Policies and Good Laboratory

When performed according to the protocol detailed in this SOP, and in
@ Practice, the handling of patient samples represents minimal risk to staff.

Exposure to Bio-Hazardous Material

In the event of a needle stick injury or accidental blood splashes to eyes or mouth:

e If skin has been punctured encourage bleeding by gently squeezing. Wash with soap
and running warm water then dry and dress the wound.

e Splashes to the eyes: irrigate eyes thoroughly with eye wash / saline
e Splashes to the mouth: gargle with drinking water (avoid swallowing)

Contact the Occupational Health Department / Emergency Department for guidance and
report all adverse incidents to your line manager / complete a DATIX form.

Disposal of Patient Samples
N/A

Chemicals (including COSHH Risk Assessment & First Aid)

The manufacturer indicates no particular hazard involved with use of the reagents.

Attention is, however, drawn to the fact that the reagents have not been fully examined and may be
irritant. Serum/ blood samples may constitute a biohazard. Please take usual precautions; i.e. wear
gloves and employ routine hygiene techniques. All sharps must be disposed of in a sharps bin.
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GENERAL FIRST AID

o

S5

The following first aid guidelines may be applied to all the substances detailed in this SOP.

Eyes: Irrigate thoroughly with water. At least 10 minutes is the recommended duration. Sterile
saline is also available at the eye wash stations.

Lungs: Remove from exposure, rest and keep warm.

Skin: Wash substance off skin thoroughly with water. Remove contaminated clothing and wash

before re-use.

Mouth: Wash out mouth thoroughly with water and give plenty of water to drink.

Remember — If at all concerned about the nature or severity of the problem, SEEK MEDICAL

ADVICE.

7 Reagents
e N/A

8 Risk Assessment

Please see PC-HSR-INRPRO
COSHH and Risk Assessment

procedure

This SOP and the associated risk assessment(s) have considered all hazards and necessary
precautions required to control any risks identified. Where appropriate this is detailed in the
COSHH assessment and Risk Assessment. Any risk; where possible is mitigated and or
monitored with health surveillance to ensure health and safety for all those affected by this

9 Calibration

e Calibration of the meter must be carried out each time a new container of test strips is
opened, using the code chip provided in the test strip box.

¢ Remove the ID chip from the meter and dispose of immediately to avoid confusion.

i

1. Check the number on the code chip matches the
number on the test strip container

<

2. Slide the new code chip into the slot on the top of
the monitor until you feel it snap into place. The
monitor is now ready to run the QC sample.
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10 Quality Control

One CoaguChek plasma control solution should be run every day the monitor is in use. If the quality control
fails the meter must not be used. Please contact the POCT team for further information Tel. York 772 5890

Remove the control vial and pipette from fridge and allow 5 minutes for
the vial to come up to room temperature

Open the lid of the vial and remove the rubber cap. Hold the pipette with
the sealed neck pointing upwards and flick the top to ensure there is no
liquid stuck in the top of the pipette. Cut off the sealed end of the pipette
and transfer the entire contents into the vial (keep the pipette for later).
Replace lid and swirl the vial gently to dissolve the contents. Allow to
stand for 5 minutes to reconstitute. Use the reconstituted solution within
30 minutes

Place monitor on a level surface and switch on the meter. Switch on the
meter using the on/off button Log on using your operator ID this may be
scanned from your barcode. Enter your password when prompted. Check
date and time are correct. Touch the Control Test button and then press
the Control Test button again.

| When the test strip icon prompts. Hold the test strip so the lettering
i “CoaguChek PT” is facing up and insert the strip into the monitor until it
: stops. An hour glass icon shows the test strip is warming up. Select the
g correct QC lot number from the ones shown. If it is a new lot number
(%) ; touch the new code. Remove the code chip from the meter and insert the
L — code chip that came with the control solution. Pick the correct level of
control for the sample you are running.
|
CODE @i |
i o The pipette icon flashes to indicate that the monitor is ready and a 120
: 4 second countdown begins. The sample must be applied within this time
| 1208Ec otherwise you will receive an error message.
x)
- Using the pipette draw up the dissolved contents of the vial and apply a
fc drop of control solution on to the semi-circular, transparent sample
application area in the centre of the test strip. The test will start, indicated
"& by an hourglass icon.

If the QC fails an arrow will indicate if the INR is too high or too low. If this
occurs return to the main menu and repeat steps 3 to 7. The results will
be saved to Cobas IT.
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Running EQA samples

The method is registered with the NEQAS scheme for EQA, this is carried out every three months.
The results will be reviewed by the POCT staff who will carry out any remedial action required.

1. You will receive 1 test sample, 1 diluent and 1 plastic pipette. The diluent bottle will be
labelled as Diluent (with a white lid). Samples can be stored at room temperature until
testing.

2. Take the Diluent bottle (white lid), and tap gently to make sure all the liquid is at the
bottom of the bottle. Then carefully remove the lid and bung from the Diluent.

Hold the plastic pipette by the bulb end and squeeze gently to remove all the air
Place the tip of the pipette into the liquid in the Diluent and release the bulb slowly.

The pipette will suck up the liquid. Make sure all the liquid is sucked into the pipette. The
liquid is pre measured and you must transfer it all.

6. Carefully unscrew and remove the plastic lid from the test sample and remove the rubber
bung. Place tip of the pipette into the bottle and squeeze bulb of pipette gently. This will
add all the liquid to the sample

7. Replace the bung and swirl the bottle gently for 15 seconds. Do not discard the used
pipette as you will need it later.

8. Leave the sample to stand for 2 minutes. This allows the powder in the sample to
dissolve fully.

9. After 2 minutes have passed, turn on your monitor and select “Patient test” option. Insert
a test strip and wait for test strip to warm

10. When the test strip is ready mix the sample. This is done by placing the pipette tip into the
liquid and gently squeezing the bulb 3 times. Try to avoid getting the pipette full of
bubbles. Then apply 1 drop of the sample to the test strip using the pipette

11. When the INR result is given, write this on the result sheet and return it to the POCT
office at Scarborough/York

11 Method

111

Obtaining a patient sample
Protective gloves must be worn at all times.

Check the patients’ details i.e. name and date of birth.

Explain the procedure and obtain consent.

Ask patient which finger they would like the sample taken from.

Clean the patients’ hands or finger prior to testing.

Puncture finger with lancet and draw a small drop of blood for use on the test strip

Give the patient a clean swab when test is complete.



Speciality: Laboratory Medicine
Location: Point of Care Testing
Filename: PC-SOP-INRPRO
Version: 4.0

Date of Issue: July 2022
Approved By: R.Lampard

NHS |

York and Scarborough

Teaching Hospitals
NHS Foundation Trust

Page 8 of 9

11.2 Analysis of the sample

— 1. Switch meter on using the on/off button. Log on to the meter

/ ,f% < . - -
/ = Ih using your operator ID which is scanned from scanned from your
[ | S/ i barcode enter your password manually. Touch the patient test

from the ward list. You may scan the patients NHS number from
the patients wrist band or press new change the screen from
\®“ alpha to numeric using the [123] key at bottom of the screen and
enter the patient's NHS number.

- / button and you will be prompted to enter the patient ID or pick

' 2. Insert test strip when the icon flashes, the sample must then be
o applied within 2 minutes. Using a lancet, puncture finger and
120 SEC gently massage to develop a hanging drop of blood.
(%)
T 3. Touch the blood drop against the side of the sample application
K area in the centre of the test strip; the test strip draws up the blood
) 4 by capillary action. The blood should cover the entire application

area. When enough blood has been applied the blood drop icon
disappears and the test starts.

[ e 4. The INR result is displayed after approx. 1 minute. Write the
T 5 INR result in the patient’s notes along with the operators name
Iﬁ% e date and time of the analysis. Alternatively give the result to a
B member of the nursing team to document. The results will

(@) ‘ automatically be uploaded to Cobas IT
—{—?}—Ed Remove strip and place in clinical waste. Log out and turn the

monitor off. Please clean the meter after every use. The strip
guard can be removed to ensure adequate cleaning, please do
NOT use Clinell wipes as this leave deposits on the instrument
that can cause interference. Do not use Quaternary Ammonium
compounds on the black area with the connection ports

12 Reporting of Results

If INR result is >4.5 a venous sample must be sent to the laboratory for urgent confirmation.

Nursing staff are responsible for documenting the result, informing the patient of the result ( if

appropriate) and informing the clinician looking after the patient

The CoaguChek Pro Il has a measuring range of INR: 0.8-8.0. Results outside this range are

indicated by < (smaller than) or > (greater than) symbols and should be rechecked.
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13 Reference Ranges
Patients have an individual therapeutic range, which varies depending on the patient’s diagnosis.

14 Assay Performance & Known Limitations

Calibration Information; Each lot of strips is calibrated to reference lot that is traceable to the WHO
International Reference Preparations. See product insert for more information.

The lowest value displayed is INR 0.8. The measurement range is INR 0.8-8.0

Many prescription and non-prescription drugs including antibiotics and alcohol affect the action of
warfarin and hence affect the INR result. Any changes in medication or missed doses should be
noted by the patient so these can be taken into consideration when a clinician is interpreting the
result.

There is no significant effect on the test results in blood samples with
e Bilirubin up to 513umol/L
¢ Haemolysis up to 0.62mmol/L
e Triglycerides up to 11.4 mmol/L
¢ Haematocrit ranges between 15%-55%

e Ascorbic Acid up to 50mg/L

The Coagu Chek PT test is insensitive to unfractionated and fractionated heparin concentrations
up to 3 IU/ml Blood

Patients being treated with Protamine sulfate should not be tested on the meter.

Precision data quoted by Roche-Due to the cost a full evaluation was not carried out.

Repeatability

Range (INR) Number of tests SD (INR) CV%
<1.2 42 0.04 3.6
1.3-19 19 0.05 3.0
>2.0 7 0.10 2.0
Reproducibility
PT control level Mean INR SD (INR) CV%
1 1.28 0.04 3.2
2 2.94 0.09 3.1




