Customer

Hospital

City

Postal code

Country [ISSUE
Attn.: XXX DATE]

Field Safety Notice: AQURE System patient mix-up
Priority Level: Urgent

Dear Radiometer Customer

Background

Radiometer has become aware that there is a potential problem relating to the
AQURE System that may result in patient mix-up, when connected to some specific
non-Radiometer devices.

The problem may appear when one of the devices listed in the table below are
connected to AQURE.

Devices affected:

IL GEM 3000 Patient ID

IL GEM Premier 3500 Patient ID

Roche CoaguChek XS Pro/XS Plus system/PROII | Patient list By Department
Roche Accu-Chek Inform Il system Patient list By Department
Roche Cobas b 123 POC system Patient ID, Sample ID
Heamonetics TEG 6s Patient ID

Randox RandoxImola Patient ID

Prerequisite:
e The device must be one of the above listed devices
o The query functionality for patient data to/from HIS/LIS(Patient Id or Patient list
By Department) on the device is used via AQURE.
e The device disconnects immediately after sending the query

The patient mix-up may occur in the following scenario:

Step 1: A user initiates a measurement on the affected device for a patient with
patient id xx223 (Patient 223).

Step 2: The user enters patient id xx223 on the affected device.

Step 3: The affected device queries for a patient with id xx223 in AQURE.

Step 4: The affected device disconnects from AQURE (for any reason)
immediately after sending the query.

Step 5:  AQURE processes the query and places the requested patient
identification data in the output buffer.

Step 6: The affected device reconnects to AQURE.

Step 7: A user initiates a measurement on the affected device for a different
patient with patient id xx215 (Patient 215).
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Step 8: The user enters patient id xx215 on the affected device.

Step 9: The affected device queries for a patient with id xx215 in AQURE.

Step 10: AQURE incorrectly responds to the query for patient 215 by transmitting
the patient identification data for patient 223 to the affected device.

Step 11: If the affected device does not verify consistency between the query and
the response from AQURE, the user will be presented to patient
identification data of a wrong patient.

The patient ID numbers used above are examples only. Issue can occur
with all patient IDs.

Risk for the patient

The described error may occasionally lead to serious adverse health consequences
for the patient caused by patient data mix-up. The described error may, in a worst-
case scenario where a critical parameter, such as K+, glucose or pO2, is
interrogated, impact upon patient management, as, based upon wrongful clinical
diagnosis inferred from the erroneous parameter, a critically ill patient may be
subjected to lack of vital treatment based upon the erroneous results. This may result
in permanent impairment or serious injury that would require medical or surgical
intervention to preclude irreversible impairment or damage.

Affected product
All AQURE Systems below version 2.3.5, configured with query functionality for
patient data to/from HIS/LIS using Mirth or other integration engines.

Your actions
If your AQURE is connected to any of the above devices we request you to:

( ) Cease performing queries as described in the scenario above, until the
AQURE system has been corrected by your Radiometer representative.

( ) Complete the Recall Response Form and return to your Radiometer
representative (last page of this letter).

Solution provided by Radiometer

Your Radiometer representative will contact you to schedule a visit or a remote
session. During the visit or remote session your Radiometer representative will install
a patch on your AQURE system, which serves to correct the issue with the patient
mix-up.

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:

AQURE System patient mix-up

O | have received the customer letter, and do not have any affected devices
connected.

O | have received the customer letter, and informed operators of the listed devices
in my facility to cease performing queries as described in the scenario with
immediate effect, until the AQURE system has been corrected by my
Radiometer representative.

Hospital Name:

Your Name:

Date:

Signature:

Email Address:
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