Actim

URGENT FIELD SAFETY NOTICE

Product names: Actim® PROM, Actim® PROM 1ngeni
Date: November 13%, 2023

Product name (catalogue number) Lot numbers

Actim PROM (30832ETAC, 30831ETAC, All
30830ETAC, 30834BU)

Actim PROM 1ngeni (30831RETAC) All

Dear Receiver,

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

Description of the problem

Our recent interference testing has shown that the presence of lubricants in the
vaginal specimen may interfere with the PROM test result.

The risk for a false result may occur if a surgical lubricant is used during the
specimen collection with a speculum. In addition, presence of a personal lubricant
in the vagina during specimen collection may interfere with the test result.

As a precaution, we ask you to refrain from using surgical lubricants during
specimen collection. We also ask you to ensure that the vaginal specimen does not
contain recidual lubricant from patient’s recent personal use.

The instructions for use will be updated to include the tested lubricants and the
concentrations causing a risk for interference. In the interim a separate note will
be included in the test kit regarding the correction of the interference claims.

Actim PROM is intended to help detecting the rupture of fetal membranes.
Treatment decisions during pregnancy must be based on the entire clinical picture
of the patient, and not on the test result alone. A false result without taking into
account the other clinical findings could mislead the clinical decision making and
may cause a risk for under or overtreatment of the patient.
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Actions required from receiver

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

2. Update all local sales and training materials based on instructions provided
by Actim.

3. Inform all your Actim PROM and Actim PROM 1ngeni customers of this
information of the corrective action.

4. 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 and to all end users of Actim PROM and Actim PROM 1ngeni.

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

The undersigned confirms that this notice is sent to the appropriate National
Competent Authorities.

Please accept our sincere apology for any inconvenience this matter might have
caused.

If you have any questions or concerns, please the undersigned.

Yours sincerely,

‘< \
Tiina Vilkkinen
Head of QA and RA

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
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DISTRIBUTOR VERIFICATION FORM

PRODUCT FIELD SAFETY NOTICE

We acknowledge receipt of the Actim Product Field Safety Notice dated
November 13t™, 2023 for the following product:

Product name: Actim® PROM and Actim® PROM 1ngeni

Catalogue number: 30832ETAC, 30831ETAC, 30830ETAC, 30834BU and
30831RETAC

Lot number: All

Yes [ ]

Date

We have informed all end users who are affected by this notification.

Yes [ ]

Date

Product Number of affected customer sites

Actim PROM

Actim PROM Ingeni
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I Authorised signature:

| Date:

| Print name:

| Title:

| Company name:

| Address:

| City:

LState:

| Postal code:

| Country:

IPhone:

[Email:
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