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Field Safety Notice (FSN)
MediScore MIM
Configuration change of medication button in MetaVision 5.46

For Attention of*; Every superuser of MetaVision 5.46 using MediScore MIM

Contact details of local representative (name, e-mail, telephone, address etc.)*
Itémedical BV, Newtonstraat 13, 4004 KD Tiel, info@itemedical.nl, 0344 663930

1. Information on Affected Devices*

1 1. Device Type(s)*

Software MediScore MIM. This software warns users of potential double medications
and medication interactions. MIM is used as add-on with MetaVision

1 2. Commercial name(s)
MediScore MIM

1 3. Unique Device ldentifier(s) (UDI-DI)
Not available

1 4. Primary clinical purpose of device(s)*

This software warns users of potential double medications and medication interactions.
MIM is used as add-on with MetaVision.

1 5. Device Model/Catalogue/part number(s)*

MediScore MIM, MetaVision 5.46

2. Reason for Field Safety Corrective Action (FSCA)*

2 1. Description of the product problem*
With [Automatically enter a specific dose] button configuration within MetaVision 5.46
MediScore MIM receives wrong date/time from MetaVision 5.46.

2 2. Hazard giving rise to the FSCA*

issue does not occur.

Mediscore MIM may miss potential double medication and potential medication interaction
warnings, if it receives the wrong date/time from MetaVision 5.46 with above mentioned
button configuration. The button configuration within MetaVision must be changed from
[Automatically enter a specific dose] to [Open dose entry with a specific dose], then this

3 Type of Action to mitigate the risk*

3. | 1. Action To Be Taken by the User*

(] Identify Device [ Quarantine Device [ Return Device 1 Destroy Device
[J On-site device modification/inspection

[J Follow patient management recommendations

[J Take note of amendment/reinforcement of Instructions For Use (IFU)
Other I None

When using MediScore MIM with MetaVision 5.46, make sure to follow button
configuration instructions.

3. | 2. Is customer Reply Required? * | No
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(If yes, form attached specifying deadline for return) |

3. | 3. Action Being Taken by the Manufacturer
(1 Product Removal [1 On-site device modification/inspection
LI Software upgrade LI IFU or labelling change
Other L1 None
All affected customers have been informed and instructed. The issue does not occur
anymore.
4. General Information*
4. | 1. FSN Type* New
4. | 2. Further advice or information No
already expected in follow-up
FSN? *
4. | 3. The Competent (Regulatory) Authority of your country has been informed about this

communication to customers.

Transmission of this Field Safety Notice

This notice needs to be passed on all those who need to be aware within your organisation or to
any organisation where the potentially affected devices have been transferred. (As appropriate)

Please transfer this notice to other organisations on which this action has an impact. (As
appropriate)

Please maintain awareness on this notice and resulting action for an appropriate period to ensure
effectiveness of the corrective action.

Please report all device-related incidents to the manufacturer, distributor or local representative,
and the national Competent Authority if appropriate, as this provides important feedback..*




