Customer
Hospital
City

Postal code
Country
Attn.: XXX

URGENT Field Safety Notice (US: URGENT Medical Device Recall)
ABL800 analyzer - Cease use of affected product

Dear Customer

Radiometer has become aware of a potential issue with ABL800 analyzers, 902-754.
The issue may show as follows:
e The ABL800 shuts down because of a breakdown in the Power Supply, and
e The analyzer smells burnt.

An investigation has concluded that the issue is caused by an incorrect component
used in the power supply of the ABL800 analyzer. The incorrect component may
cause a short circuit within the Power Supply, hence the breakdown.

Risk for the patient

In a reasonably foreseeable worst-case scenario, the described error may cause a
delayed treatment of a patient of up to 60 minutes.

For a critically ill patient with critical hypoxemia the delay may put the patient at
increased risk for cyanosis and low blood pressure.

For a patient with unknown severe to life-threatening hypo- or hyperkalemia the delay
may put the patient at risk for cardiac arrhythmias and severe impairment of cardiac
function.

Thus, the described error is considered capable of resulting in permanent impairment
or serious injury that would require medical intervention to preclude irreversible
impairment or damage, should the described error recur.

Affected products
The ABL800 analyzer(s), 902-754, with the serial number(s) stated below is/are
installed in your institution and is/are affected:

902-754RXXXXNXXX
(specific for each affected customer — to be filled in by subsidiary / distributor
prior to distribution of letter)

Solution provided by Radiometer
Your Radiometer representative will exchange the power supply of your ABL800
analyzer at the earliest convenience.

Your actions
Based on the above Radiometer kindly requests you to:

e Cease using the affected ABL800 analyzer and put it on quarantine.

e Shut down the affected ABL800 analyzer and disconnect the power cord.

o Complete the Recall Response Form (last page of this letter) and submit to
your Radiometer representative.
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Your help is appreciated

If you are not the end-user of the affected product, please ensure that this letter is
distributed to the final end-user.

If you have any questions, please contact your Radiometer representative.

Radiometer sincerely apologizes for the inconvenience this situation may cause
you.

Best regards,
<Radiometer distributor>
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Recall Response Form

Concerning:

ABL800 analyzer - Cease use of affected product

O | have received the customer advisory letter and can confirm that we have
ceased using the affected ABL800 analyzer.

Hospital Name:

Your Name:

Date:

Signature:

Email Address:
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