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Urgent Field Safety Notice
Product concerned: Geistlich Bio-Oss Pen® (all available sizes),
REF numbers: 30661.1, 30662.1, 30671.1,
FSCA identifier: 2019-03-19,
Note on the use of the product.

Date: 25.03.2019

Dear user of Geistlich Bio-Oss Pen®

Geistlich Pharma AG was informed from a specific customer that in individual cases, after unscrewing the green
filter cap from Geistlich Bio-Oss Pen®, a visible particle of green colour was seen on the outer barrel of the pen.
In each of the reported cases, the particle was discovered by the attending physician before use. Geistlich has
not received any reports of patient injury or harm for Geistlich Bio-Oss Pen®. While these appear to be isolated
incidents, in an abundance of caution Geistlich Pharma AG is providing this information to all users together
with information on how to address the situation if it should arise.

The filter caps of the Geistlich Bio-Oss Pen® are sterilised, tested as packaging material and approved according
to international standards. In the improbable case that a particle of the filter cap enters the Geistlich Bio-Oss®
bone graft substitute during implantation, tissue reactions cannot be completely ruled out, which could lead to
further medical interventions.

Information on measures to be taken by the user:

• When unscrewing the Geistlich Bio-Oss Pen® filter cap, please check for well visible and therefore
easily detectable loose green/red residues or particles from the filter cap.

• If a loose green/red particle from the filter cap is present, do not use the Geistlich Bio-Oss Pen® and
return it to your distributor in its entirety (including any particles). Geistlich Pharma AG requires return
of the Geistlich Bio-Oss Pen® concerned for examination purposes.

Situation of a found particle on the thread of the Geistlich Bio-Oss Pen®:
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