Data protection information for reports on adverse product effects, product complaints,
and medical inquiries

The following data protection information is intended to inform you about the nature, scope, and
purpose of the processing of personal data in connection with the processing of your report of
an adverse product effect, product complaint, or medical inquiry at one of the following
companies belonging to the Klosterfrau Group:

e MCM Klosterfrau Vertriebsgesellschaft mbH, Gereonsmuhlengasse 1-11, 50670 Cologne,
Germany

* Cassella-med GmbH & Co. KG, Gereonsmuhlengasse 1, 50670 Cologne, Germany

¢ Syxyl GmbH & Co. KG, Gereonsmtuhlengasse 5, 50670 Cologne, Germany

¢ Artegodan GmbH, Wendlandstr. 1, 29439 Lichow (Wendland), Germany

¢ Artesan Pharma GmbH & Co. KG, Wendlandstr. 1, 29439 Luchow (Wendland), Germany
¢ Divapharma GmbH, Motzener StraBBe 41, 12277 Berlin, Germany

¢ Klosterfrau Berlin GmbH, Motzener Stral3e 41, 12277 Berlin, Germany

¢ FARCO-PHARMA GmbH, Gereonsmuhlengasse 1-11, 50670 Cologne, P.O. Box 10 14 45, 50454
Cologne, Germany

¢ sinulind GmbH, Motzener Str. 41, 12277 Berlin, Germany

The controller within the meaning of Art. 4 No. 7 GDPR is the company of the Klosterfrau Group
that you contact or that contacts you regarding an adverse product effect, product complaint or
medical inquiry (hereinafter: “we” or “us”).

l. Categories of personal data processed by us

We process the personal data you provide in your report if you notify us of an adverse product
effect, product complaint, or medical inquiry relating to our products.

You are not obliged to provide us with your personal data. However, without your details, we may
not be able to process your reportin full.

Il. Purposes and legal basis of data processing

We process the aforementioned data exclusively in order to fulfill our legal obligations with
regard to the processing and response to your report of an adverse product effect, product
complaint, or medical inquiry.

The legal basis is Art. 6 (1) (c), Art. 9 (2) (i) GDPR in conjunction with the relevant legal norms,
according to which we are obliged to process reports of adverse product effects, product
complaints, or medical inquiries.

Ill. Recipients or categories of recipients of your data

Within our company, only those employees who need your personal data to fulfill our
contractual and legal obligations have access to it. Your data will only be passed on to external
parties if this is permitted or required by law, or if you have given your consent.



Below, we list the categories of external recipients of your data:

o Affiliated companies within the corporate group, insofar as they act as service providers
for us and, for example, provide IT services, insofar as this is necessary for the provision
of our services or if and to the extent that they require the data to fulfill our contractual
and legal obligations.

e Private entities outside the group of companies, such as, in particular, service providers
in the context of recording adverse reaction reports or IT service providers who, among
other things, store data, provide support in the administration and maintenance of
systems, as well as file archivists and destroyers.

e Public bodies and institutions, insofar as we are legally obliged to do so. For example, as
part of our legal obligation, we report reported quality defects in our products to the state
authorities responsible for the companies of the Klosterfrau Group.

IV. Transfer to third countries

Data will only be transferred to countries outside the EU or the European Economic Area (EEA)
(so-called third countries) if this is necessary for the performance of our contractual
relationships or is permitted or required by law (e.g., tax reporting obligations), if you have given
us your consent, or in the context of order processing. If service providers in third countries are
used, they are obliged to comply with the level of data protection in Europe by agreeing to the EU
standard contractual clauses. Alternatively, we transfer the data on the basis of an adequacy
decision by the European Commission. Further information is available from our data protection
officer.

V. Duration of storage of your personal data

We only process your personal data for as long as is necessary for the respective purpose and
then delete the data, unless we are obliged to store the data for a longer period.

For product safety reasons, we are obliged to store data relating to safety-relevant events for up
to 10 years beyond the marketability of the product for testing purposes, depending on the
status of the product as a drug, medical device, cosmetic or foodstuff, in accordance with legal
requirements.

In addition, we are subject to various storage and documentation obligations, which arise in
particular from the German Commercial Code (HGB) and the German Fiscal Code (AO). The
periods specified therein for storage and documentation are up to ten years beyond the end of
the business relationship or the pre-contractual legal relationship.

Furthermore, special legal regulations may require a longer retention period, such as the
preservation of evidence within the framework of the statutory limitation provisions. According
to 88 195 ff. of the German Civil Code (BGB), the regular limitation period is three years, but
limitation periods of up to 30 years may also apply.

If the data is no longer required for the fulfillment of contractual or legal obligations and rights, it
will be deleted on a regular basis, unless its further processing—for a limited period—is
necessary in individual cases to fulfill the purposes listed above.

VI. Non-existence of automated decision-making in individual cases (including profiling)

We do not use any procedures for purely automated decision-making in individual cases
(including profiling) in accordance with Art. 22 GDPR. If we do use such a procedure in individual
cases in the future, we will inform you separately.



VII. Your data protection rights
Under certain circumstances, you can assert your data protection rights against us
¢ Right of access

You are entitled at any time to request confirmation from us as to whether we are processing
personal data relating to you.

If this is the case, you are entitled to information about this If this is the case, you are entitled to
receive information about this personal data and certain other information (including processing
purposes, categories of personal data, categories of recipients, planned storage period, your
rights, the origin of the data, the use of automated decision-making and, in the case of third-
country transfers, the appropriate safeguards).

¢ Right to rectification

You have the right to request that we rectify the personal data we have stored about you if it is
inaccurate orincorrect.

¢ Right to erasure

Under certain circumstances, you have the right to request that we erase personal data
concerning you without delay. The right to erasure does not apply if, among other things, the
processing of personal data is necessary for (i) exercising the right to freedom of expression and
information, (ii) to fulfill a legal obligation to which we are subject (e.g., statutory retention
obligations), or (iii) to assert, exercise, or defend legal claims.

¢ Right to restriction of processing
You have the right to request that we restrict the processing of your personal data.
¢ Right to data portability

Under certain conditions, you are entitled to request that we provide you with the personal data
concerning you that you have provided to us in a structured, common, and machine-readable
format.

¢ Right of withdrawal

You have the right to withdraw your consent to the processing of personal data at any time with
effect for the future.

Information about your right to object pursuant to Art. 21 GDPR

You have the right to object at any time to the processing of your data on the basis of Art. 6
(1) (f) GDPR (data processing based on a balancing of interests) if there are reasons for this
arising from your particular situation. This also applies to profiling based on this provision
within the meaning of Art. 4 No. 4 GDPR.

If you object, we will no longer process your personal data unless we can demonstrate
compelling legitimate grounds for the processing that override your interests, rights, and
freedoms, or the processing serves to assert, exercise, or defend legal claims.



You can send requests to exercise your aforementioned data protection rights either to the
contact details of the controller given above or by email to dialog@klosterfrau-service.de, or you
can contact our external data protection officer at the following contact details:

Alexander Bugl, Bugl & Kollegen Gesellschaft fur Datenschutz und Informationssicherheit mbH,
EifelstraBe 55, 93057 Regensburg, Germany, Tel. +49 941-630 49 789,

Email: Datenschutz.buglundkollegen@klosterfrau.de.

You also have the right to lodge a complaint with a supervisory authority, in particular in the
Member State of your habitual residence, your place of work or the place of the alleged
infringement, if you consider that the processing of personal data relating to you infringes the
GDPR.

Status: November 28, 2024


mailto:dialog@klosterfrau-service.de
mailto:Datenschutz.buglundkollegen@klosterfrau.de

