Actim

URGENT FIELD SAFETY NOTICE

Product name: Actim® 1ngeni
Date: 5% September 2022

Product name (catalogue number) Lot numbers

Actim 1ngeni (19101AC) NA

Dear Receiver,

The purpose of this letter is to inform you of a product correction for the above
product.

Description of the problem

We have detected an error in the code of the Actim 1ngeni instrument (Cat. No
19101AC) software.

Due to this error the calibration uses the averaged constant value, instead of the
lot-dependent threshold value. However, the constant value does not differ
significantly from the lot-dependent threshold value.

It is possible that in some rare cases when the IGFBP-1 concentration in the sample
is near the cut-off of the test, the Actim 1ngeni will report a false positive result
from the Actim PROM 1ngeni test.

Please note that this case is very unlikely to occur, and the risk of a false positive
results does not exceed the accepted general variation of the Actim PROM 1ngeni
tests. Thus, you can safely continue to use the tests. We have made the correction,
and you will be provided with the new software, once it has been validated.

We apologize for any inconvenience caused by this error and the additional
software update.

If you have any questions, please let us know.

Actim - a part of Medix Biochemica
Headquarters: Klovinpellontie 3, FI-02180 Espoo, Finland actim@actimtest.com
Manufacturing site: Noljakantie 13, FI-80130 Joensuu, Finland www.actimtest.com VAT reg.no. F129540422



Actim

Actions required from receiver

1. Confirm via email that you have received this information.

2. Inform all your Actim 1ngeni customers of this information of the corrective
action.

3. Complete the “Distributor verification form” and email to Actim
support@actimtest.com .

Transmission of this Field Safety Notice:

This notice needs to be passed on to all those who need to be aware within your
organization or to any end user where the Actim 1ngeni instruments (Cat. No
19101AC) have been installed.

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

The undersigned confirms that this notice has been sent to the appropriate
National Competent Authaorities.

Please accept our sincere apology for all the inconvenience this unfortunate
situation causes you.

If you have any questions or concerns, please do let us know.

St“;_e_p\tember 2022
| s %) AV VA
Contact reference person:
Tiina Vilkkinen
Head of QA and RA
Actim Oy
Klovinpellontie 3, FI-02180 Espoo, Finland
Tel. +358 9 547 68 138
Mobile +358 40 7464744
Email: tiina.vilkkinen@actimtest.com
www.actimtest.com

Actim - a part of Medix Biochemica
Headquarters: Klovinpellontie 3, FI-02180 Espoo, Finland actim@actimtest.com
Manufacturing site: Noljakantie 13, FI-80130 Joensuu, Finland www.actimtest.com VAT reg.no. F129540422



[ Actim

DISTRIBUTOR VERIFICATION FORM

PRODUCT FIELD SAFETY NOTICE
We acknowledge receipt of the Actim Product Field Safety Notice dated 5™
September 2022 for the following product:

Product name: Actim® 1ngeni
Catalogue number: 19101AC
Lot number: NA

Date

We have updated the instruments that are affected by this notification.

Date

We have listed in the table below the instruments affected

Instrument serial Qty in customer’s storage
number
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| Authorised signature:

| Date:

| Print name:

| Title:

[ Company name:

' Address:

| City:

[ State:

\Postalcode:

‘ Country:

|Phone:

| Email:
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