Preface to the English Version
This document is a translation of the original German version. Please note that this translation
is provided for convenience only and is not legally binding. In case of any discrepancies or

inconsistencies, the German version shall prevail.

Medical Device Knowledge Units (MDKU) e V.

Status: 19" May 2023 (first edition with amendments 1 and 2)

Adopted in the version dated 1% September 2021,

on the occasion of the founding meeting on 23" September 2021.

Amended due to requirements for obtaining non-profit status

and newly adopted on 15" February 2022.

Amended by the General Assembly
and newly adopted on 29" June 2023.




Modification note to amendment 1:

The following changes were made to the version adopted on 1 September 2021:

1.

2
3.
4
5

§ 2(2) Purpose of the Association: new wording, healthcare deleted

§ 2(3) Insertion of the specific planned activities as measure a)

§ 2(4) newly inserted to represent the promotion of the public welfare
§ 2(5) restructured, lit. b) inserted to clarify the open-source concept

Various editorial changes (orthographic)

Modification note to amendment 2:

The following changes were made to the approved version including amendment 1 dated 15 February 2022:

1.
2.

S

§ 1(3) new: Possibility of establishing an administrative headquarters

§ 4(4) Clarification of the number of representatives of a company member, enabling individual
resolutions on the number of representatives

§ 10(4) Amendment of the invitation and conduct of the General Assembly, new lit. a)-d)

§ 10(7) Reduction of the quorum for a resolution to a more practicable value

§ 10(8) Clarification of the rules on voting and the recording of votes

§ 11(4) Authorization of the Executive Board to represent the association individually

Editorial changes (orthographic)
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Preamble

The Medical Device Knowledge Unit Association (hereinafter abbreviated as MDKU) is
an association of technical experts and organizations in the field of "technical
documentation of medical devices". Its members are experts from industry, consulting
and training companies, notified bodies, science and other organizations or associations.
The association has set itself the goal of promoting the digital exchange of information
generated during the life cycle of medical devices and creating a platform with the help
of which the relevant players and stakeholders can network, coordinate, and agree. The
association also promotes the necessary education and training of the relevant players

and stakeholders.

As part of the European Union's MDR (2017/745) and IVDR (2017/746) regulations, the
requirements for manufacturers to prepare the necessary documentation for product
approvals have become considerably more extensive. Much of the content is presented
in exactly the same way several times in different places in the technical documentation,
and deviations can significantly delay or jeopardize the approval process. In many cases,
this technical documentation must be submitted to a notified body to obtain a CE
declaration of conformity. Digitization offers considerable opportunities for the efficient

creation and exchange of this information.

Large parts of the existing documentation can also be reused for product approvals in
other countries. However, this often requires large parts of the documentation to be
consistently adapted to the needs of the relevant authorities, testing institutes, and
government agencies. Here too, digitalization offers considerable opportunities to avoid

inconsistencies and increase efficiency.

The requirements for the approval of safe and effective medical devices are high for
good reason and, particularly for the small and medium-sized enterprises (SMEs) that
form the backbone of the medical technology sector, are associated with considerable
costs that can inhibit or even prevent innovation. For this reason, the association has set
itself the goal of providing these market participants in particular with methods and tools
that enable them to make new and improved medical devices marketable quickly and

efficiently in a wide range of target markets, which directly benefits patient well-being.
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§ 1 Name and registered office

The name of the association is "Medical Device Knowledge Units (MDKU)". It is to be entered in

the register of associations. After registration, it will bear the legal form affix "e. V.".

(1) The financial year is the calendar year.
(2) The association is based in Munich.
(3) The Executive Board shall determine an administrative headquarters with a summonable

address. If the association maintains an office, this shall be the administrative

headquarters.

§ 2 Purpose of the association, non-profit status

(1) The association pursues exclusively and directly charitable purposes within the meaning
of § 52(2) 1 AO (Abgabenordnung, German Tax Code).

(2) The purpose of the association is to promote science and research in the field of
"Regulatory Science" with the aim of improving the supply of modern medical technology
to the general public through scientific analysis, improvement of the structure and

standardization of the processes for testing and approval of medical devices.

(3) The statutory purpose will be realized in particular through the following measures and
activities:
a) Development of theoretical and practical, primarily digital, methods and

possibilities, in particular the creation, further development, and maintenance of
general data models for the documentation of medical devices through scientific
preparation of the relevant regulatory requirements and derivation of
corresponding action guidelines in German, English and, if necessary, other
languages,

b) Publication and dissemination of the developed data models as license-free
open source for use by interested parties,

c) Creation and provision of corresponding teaching and instructional materials, as
well as the associated examination plans,

d) Participation in the accreditation and certification of the created data models by
providing auditors and contributing to relevant committees,

e) and all other necessary and related activities.

(4) The knowledge, data models and procedures gained through the realization of the
association’s purpose by means of the measures described above directly benefit the

general public through their application in the development and approval of new,

innovative medical devices by all interested parties by accelerating or enabling the
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approval and thus the availability of these new products and procedures for the
treatment, alleviation or detection of diseases.

(5) The association is selflessly active and does not primarily pursue its own economic
purposes. The association's funds may only be used for the purposes set out in the
statutes of the association.

a) The members of the association work towards the goals of the association free
of charge and without any economic interest of their own. They do not receive
any benefits from the association's funds. No person may benefit from expenses
that are alien to the purpose of the association or from disproportionately high

remuneration.

b) The results of the Association's work are made available to all interested parties
directly and free of charge in the form of editable electronic files. Interested
parties can and should use these results for the development of products and
processes in their own economic and scientific activities. For this purpose, the
Association makes its work results available for general use under a public
domain open-source license, with the aim of wide dissemination and uniform

application across the board.

(6) All members work cross-organizational to achieve the overarching goals of the

association.

§ 3 Membership

(1) Members of the association can be natural or legal persons.
(2) Membership can be exercised in the following ways:
= Ordinary active members as institutional or personal members, those who actively
participate in the association's committees
» |nactive members (supporting members) as institutional or personal members,
those who are not actively involved or who participate in the purpose of the
association through other support, e.g., ideally, or financially.

(3) The association may admit persons or institutions as honorary members.

§ 4 Ordinary membership

(1) Any natural or legal person who is competent and willing to actively participate in the
work of the association due to their training, expertise, field of work or other justified

interest can be a full member of the association, hereinafter also referred to as an
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"active member". Active participation includes active involvement in the working groups,
as well as active support of the Association or the purpose of the Association through
involvement in the Association's bodies outside the working groups

The following criteria are required to join as an ordinary member:

= Professional qualification of the person and, if applicable

= Field of work, branch of industry or department of the institution or company to

which the person belongs (university, association, commercial enterprise, etc.)

= For legal entities: Affiliation of the institution or organization as a stakeholder or in

other function to a field relevant to the association’s purpose

The General Assembly may restrict access to the individual specialist groups. Further

details are set out in the working group regulations.

A further prerequisite for ordinary membership is the member's voluntary commitment to
safeguarding the interests of the association, in particular regarding trusting cross-
organizational and cross-company cooperation. This requires the signing of a reciprocal
and comprehensive confidentiality agreement, as well as the granting of suitable rights
to any copyright-protected works that arise in connection with the collaboration. Details
are regulated by the membership and contribution regulations.

Natural persons join the association as personal members.

Legal entities join as corporate members and nominate one or more personal
representatives, whereby the number of representatives should be one representative
per location or business unit, but generally no more than three per corporate member. If
a corporate member wishes to nominate more than three representatives, the General
Assembly shall decide on the admissibility of the increase in the number and the
maximum number of representatives for the corporate member concerned on the basis
of the reasons given by the corporate member. The representatives shall be selected by
the respective corporate member, considering the requirements for personal members
pursuant to sentence (1).

Each active member has one (1) vote at the General Assembly. If a corporate member
sends more than one representative to the meeting, the legal entity shall nominate the

representative to the meeting who will effectively exercise the voting right.
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§ 5 Supporting membership

(1) Any natural or legal person or other organization that is willing to support and promote
the statutory objectives of the association can become a supporting member of the
association. Support can be material or non-material. Legal entities should provide
material support. Supporting members have guest status at the General Assembly, which

includes the right to speak but not the right to vote.

§ 6 Honorary membership

(1) At the proposal of the Executive Board, the General Assembly can award honorary
membership for life to deserving members or other personalities who have significantly
promoted or supported the work of the MDKU. Honorary members have guest status at
the General Assembly, which includes the right to speak but not the right to vote, unless

they are also full active members.

§ 7 Admission of new members

(1) Anyone wishing to become an ordinary or supporting member of the Association must
submit a written application to the Association's Executive Board. This application
should be accompanied by suitable information that demonstrates the personal
suitability of the personal member or the suitability and capacity of the legal entity as a
stakeholder in accordance with the requirements in § 4. If possible, reference persons
from among the members should be named. The Executive Board may request further
information in the event of ambiguities.

(2) Once all documents have been submitted and the Executive Board has voted in favor,
the application is provisionally approved by the Executive Board. The decision should be
unanimous. During the next General Assembly in accordance with § 10, the decision is
presented to the General Assembly, or a committee appointed by the General Assembly
in accordance with § 10(1) j) for confirmation, which decides on the confirmation of
admission by a simple majority. If membership is rejected by the General Assembly after
a positive vote by the Executive Board, membership must be reversed, and any
membership fees paid must be refunded in full to the rejected applicant. The reasons for
rejection must be explained by the Executive Board and forwarded to the applicant.
Admission will not be unreasonably refused; however, there is no entitlement to
admission to the association.

(3) Until the final confirmation of the application for membership by the General Assembly

or the designated committee, but after a positive vote by the Executive Board and
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fulfillment of the requirements according to § 4(3) the applicant shall have the status of
a "provisional member". Provisional membership establishes the obligations of a full
member in accordance with these Statutes of the Association and entitles the applicant
to participate in all activities of the Association, in particular to work in the working
groups and to participate in the General Assembly, but provisional members have no
voting rights in accordance with § 10(6) The periods of provisional membership are
taken into account when determining the deadlines in accordance with § 8(4) ff.

In deviation from (2), the Executive Board can decide unanimously on applications for
admission from supporting members. All members must be informed, whereby the
ordinary members have a right of objection, which must be exercised within 14 days of
effective notification of the decision, e.g., by group e-mail. The sending of the e-mail is
deemed to be effective notification. In the event of an objection, the procedures in
paragraph (2) shall apply and the case shall be referred to the General Assembly for a
decision.

§ 6 applies to the admission of honorary members.

§ 8 Duration and end of membership

Membership begins upon acceptance of the application for membership by decision of
the Executive Board, subject to confirmation by the General Assembly.

Supporting membership and honorary membership run for an indefinite period.
Membership ends

= by the death of the member or dissolution of the legal entity
= by the voluntary resignation of the member

= by the exclusion of the member for good cause

= for legal entities, also in the event of loss of legal capacity

Full members are obliged to participate in the association's working groups. If this
obligation is not fulfilled within a period of at least one calendar year, the Executive
Board will contact the member in writing or by telex (e-mail) and request an informal
declaration as to whether active membership should continue. If the member denies or if
the request remains unsuccessful within 3 months of delivery, the membership status is
changed to "inactive" on the first day of the following calendar month and voting rights
are suspended.

The change of status is reversible and can be decided by the General Assembly, for
example after the member has resumed their membership or has credibly declared their

willingness to do so. The member is permitted to provide sufficient justification for a
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temporary suspension of membership (illness, other commitments, etc.); the Executive

Board decides on approval.

Possible evidence of inactivity is, for example, lack of participation in working groups.
The working groups report the participation of the members appropriately for this

purpose; further details are regulated by the working group regulations.

If a member remains inactive for longer than 6 months, the case will be referred to the
Admissions Committee for review. If the committee concludes that the member should

be excluded, this decision must be confirmed at the next General Assembly.

Voluntary resignation must be declared in writing or electronically to a member of the
Association's Executive Board and is possible at any time. Any contributions already paid

for the year of resignation will not be refunded.

Expulsion for good cause is effected by resolution of the General Assembly in
accordance with § 10. Good cause for expulsion exists if the member has grossly
violated the Statutes of the Association or the interests of the Association. In the case of
ordinary members, this is particularly but not exclusively the case in the event of a
breach of the non-disclosure agreement or the commercial exploitation of the results of
the Association's work in violation of the Statutes of the Association.

If a serious breach of the objectives and agreements set out in the Statutes of the
Association is suspected, the Execute Executive Board may suspend the member's
membership until the next General Assembly by unanimous resolution. The member then

loses their right to vote and their right to participate.

The General Assembly shall decide on the exclusion of a member based on a justified
application by a majority of 2/3 of the members present and entitled to vote. The
member concerned is not entitled to vote. The chairperson of the meeting must send a
copy of the application for expulsion, together with the reasons, to the member
concerned within the notice period for the General Assembly. Any statement by the
member concerned must be brought to the attention of the General Assembly prior to
the vote. The Chairman (of the Executive Board) shall inform the member of the
exclusion in writing. The exclusion shall take effect upon receipt of the notification. §

8(6) applies accordingly.
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§ 9 Bodies

(1) Bodies of the association are

a)
b)

the General Assembly, and

the Executive Board

§ 10 General Assembly

The General Assembly is the meeting of all association members. It meets at regular

intervals. It is responsible for all tasks that are not assigned to the Executive Board or

another body of the Association by the Statutes of the Association or by law. It is

exclusively responsible for the following matters:

a)

b)

c)

d)

e)

g)
h)

)

Election and, if necessary, dismissal of the Executive Board, discharge of the
Executive Board and the financial controllers,

Election of the financial controllers,

Confirmation of the Executive Board' decision on the admission of new members, if
the decision is not made by a separate admission committee in accordance with §
10(1) j)

Exclusion of members,

Adoption and approval of the annual financial statements and annual reports
Amendment of the Statutes of the Association,

Dissolution of the association,

Resolution of the rules of procedure of the bodies and, if applicable, resolution of
further internal regulations, in particular but not conclusively:

- Meeting regulations,

- Contribution and membership regulations, and

- Working group regulations

Confirmation of the rules of procedure of the Executive Board.

Determination of the number of committee members and election of the admission

committee for the admission of new members

General Assemblies are held at least once a year and also when convened by the

Executive Board or at the request of at least three members, stating sufficient reasons.

The General Assembly is chaired by a member of the Executive Board appointed by the

Executive Board.

The General Assembly is not open to the public and takes place upon electronic

invitation of all members entitled to vote by the Executive Board with a notice period of
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14 days. A shortening of the notice period to no less than 3 days before the meeting is
possible in exceptional cases, which must be duly justified in the invitation. In this case,
however, a response from all invited members is required for a quorum, in which the
member's participation or non-participation and agreement to the shortening of the
notice period are declared.

a) The invitation is sent exclusively by e-mail and is deemed to have been effectively
sent when the e-mail has been sent to the address stored in the member
administration. Members are responsible for keeping this address up to date,
retrieving it and, if necessary, setting up exceptions for spam filters or similar to
ensure that messages are received in this way. If the member fails to do so, the
meeting management is not obliged to use other communication channels to deliver
the invitation; in particular, the undeliverability of an e-mail does not constitute
grounds for contesting the quorum. Irrespective of this, the date of the meeting can
also be announced by other means, for example on the association's website, but
this does not constitute an effective invitation.

b) General Assemblies are held exclusively virtually. The Executive Board may decide
to deviate from this in individual cases and convene an in-person meeting if there
are appropriate reasons. Reasons that require an in-person meeting include, but are
not limited to, the intended resolution on the merger of the association in
accordance with transformation law.

At the request of individual members or for practical reasons, the Executive Board
may provide a room with suitable technical equipment for personal participation in
the otherwise virtual meeting (so-called "hybrid format").

c) The invitation contains information on the time of the meeting, the access data and,
if applicable, instructions on how to operate the video conferencing system used, as
well as the agenda, including the wording of any motions and draft resolutions. The
specifications in § 10(9) apply to the software tools to be used for voting.

d) Further details on the invitation procedure, the publication of motions and the
handling of changes and additions to the agenda are governed by the meeting
regulations.

(5) The chair of the meeting may invite guests to individual items on the agenda. Supporting
members and honorary members must always be invited to the General Assembly as
guests. At the request of at least three members, the General Assembly shall vote on the

participation of guests by a simple majority of the members present and entitled to vote.
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Guests, supporting members and honorary members are granted the right to speak by
the chair of the meeting upon request.

(6) The ordinary members form the General Assembly. Each ordinary member has one vote.

a) If the member is unable to attend, the voting right can be transferred to a
representative to be nominated by the member by means of a written or
electronic power of attorney to the Executive Board. As a rule, the representative
should be a full member of the Association; if not, the representative shall in any
case be subject to the same obligations as the member in accordance with §
4(3) and the supplementary provisions of the membership and contribution

regulations.

b) The Executive Board and the General Assembly have the right to reject a
nominated representative, stating the reasons. Possible reasons for this may be
conflicts of interest on the part of the nominated representative or justified
doubts about the fundamental suitability of the nominated representative
pursuant to § 7(1). The member must be informed of the rejection and

requested to nominate another representative.

C) If the member does not nominate a suitable representative, the voting right is
deemed not to have been exercised and is counted as "not present" when
determining voting results. If voting results are dependent on a vote excluded in
this way (e.g., in the case of decisions with a correspondingly narrow majority),
the vote in question is invalid and must be repeated.

(7) If the association has a maximum of twelve (12) members, the General Assembly shall
constitute a quorum if at least half of the members entitled to vote are present. If the
association has more than twelve (12) members, the General Assembly shall constitute a
quorum if at least seven (7) members with voting rights are represented, i.e., present or
represented by proxy in accordance with 6(a), not counting current members of the
Executive Board. Exceptions to this are resolutions that require other attendances for
legal reasons. The presence at the beginning of the meeting counts for determining the

quorum.

(8) Resolutions are passed by the General Assembly with a simple majority of the votes
represented, unless otherwise specified below and in other provisions of these Statutes
of the Association. Abstentions do not count.

Votes may be cast via the technical channels determined by the chair of the meeting; in
the event of technical restrictions such as connection problems, votes may also be cast

by other means, i.e., they may be submitted to the chair of the meeting during the

page 12/16



ongoing vote for recording and inclusion in the voting result. All common communication
channels, in particular but not exclusively text and voice messages, are permitted as long
as they are received by the chair of the meeting during the vote. The chair of the meeting
shall bring the votes received via such alternative channels to the attention of the
General Assembly when determining the result of the vote.

Fundamental business of the Association, such as resolutions on amendments to the
Statutes of the Association with the exception of the purpose of the Association and
resolutions to dissolve the Association, shall be adopted with a majority of % (three
quarters) of the votes present.

Changes to the association’s purpose require a unanimous decision by all members
entitled to vote.

Minutes must be kept of the meeting in which the results of resolutions, including the
respective votes cast, must be recorded. The way in which the votes were cast must be

indicated.

Resolutions of the General Assembly can be effectively adopted at the instigation of the
Chairman both at regular General Assemblies and outside of General Assemblies via
video conference voting or by using comparable electronic tools. In justified cases,
resolutions may be passed by way of circulation, e.g., by email.

The Executive Board is responsible for the selection, validation and documentation of the
tools used, as well as for the appropriate documentation of votes and their results, in
particular in compliance with data protection regulations and adequately protected
against alteration, loss or damage. Details of the procedure are set out in the meeting

rules.

§ 11 Executive Board

The Executive Board in accordance with § 26 BGB (Biirgerliches Gesetzbuch, German
Civil code) consists of three members with equal rights, who are elected by the General

Assembly from among the ordinary members.

In order to regulate the internal distribution of tasks of the Executive Board, the
Executive Board adopts rules of procedure, which are confirmed by the General
Assembly.

The Executive Board elects a spokesperson. The election takes place in accordance with

the rules of procedure.
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The association is represented externally, judicially, and extrajudicially by each member
of the elected Executive Board with sole power of representation. Internally, the
members of the elected Executive Board are required to coordinate with each other on
the respective business transactions; in particular, the spokesperson should generally
represent the association or delegate the representation in each case, unless
responsibility is determined by the distribution of tasks regulated in (2).

The Executive Board is elected by the General Assembly for a term of two years. Re-

election is permitted. Until a new election is held, the Executive Board remains in office

in an executive capacity.

As a rule, itis only possible to resign from the Executive Board at regular intervals by

electing a new Board member. If a member of the Executive Board resigns for important,

e.g., personal reasons, the vacant position is temporarily filled by a member to be

determined by the Executive Board. This member can be confirmed by a General

Assembly for the remainder of the statutory term of office of the remaining members,

provided that the remaining term of office is longer than 6 months. In this case, the

General Assembly may also elect a new member of the Executive Board.

The Executive Board manages the business of the association and performs all

administrative tasks unless they are assigned to another body by the Statutes of the

Association or by law. Its members have in particular the following tasks, but not

conclusively:

a) Executive representation of the Association vis-a-vis third parties, in particular the
conclusion of contracts and agreements in accordance with the provisions of these
Statutes of the Association and the Rules of Procedure

b) Management of the association's financial resources and preparation of proper
bookkeeping

¢) Convening and preparing the General Assembly

d) Management of the General Assembly

e) Implementation of the resolutions of the General Assembly

f)  Admission of new members. The relevant resolutions of the Executive Board must be
confirmed at the next General Assembly

g) Discussions with associations, specialist groups and external bodies regarding
cooperation and collaboration, conclusion of corresponding agreements with the
involvement of the General Assembly

h) Preparation of an annual report. This must be presented to the General Assembly at
the latest at the next General Assembly following the end of the respective financial

year.
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i) Proposal of the rules of procedure to the General Assembly.

(8) In order to structure the work of the association, the Executive Board appoints working
groups, each of which deals with partial aspects of the association's statutory tasks and
objectives. The ordinary members each participate in one or more working group(s).
Further details are regulated by working group regulations to be adopted by the General

Assembly.

§ 12 Financial Controllers

(1) The General Assembly elects two financial controllers from among its members who are
not members of the Executive Board.

(2) The financial controllers check the Association's cash transactions for accuracy in terms
of content and calculation. The audit does not extend to assessing the appropriateness
of expenditure, but the financial controllers should note this in the report if there are any
ambiguities and question it if necessary. As a rule, an audit must be carried out annually,
but at least every two years, and the results must be reported at the General Assembly.
Financial controllers work on a voluntary basis.

(3) The two financial controllers are elected by the General Assembly for a period of at least
two years; a different term of office is permitted by resolution of the General Assembly.
Financial controllers may not be members of the Executive Board at the same time. If an
elected financial controller resigns, a financial controller from among the members who
are not members of the Executive Board must be appointed by the Executive Board to
hold office until the next regular election.

(4) The activity as financial controller ends at the end of the term of office. In addition, the
office ends by voluntary resignation or by dismissal by resolution of the General

Assembly in accordance with § 10.

§ 13 Membership fees, reimbursement of expenses, fees and costs

For membership in the association, ordinary members shall be charged an annual fee to be

determined by the General Assembly in terms of amount and due date, but not less than € 12.00

per annum. Further details are governed by a membership fee schedule to be determined by the

General Assembly.

(1) The amount of the contribution for supporting members should be based on the
economic performance of the member and the proportion of non-material support
provided by the member, i.e., should be adjusted to the size of the company, particularly

in the case of legal entities. The respective contribution amounts are determined by the
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(1)

General Assembly in the contribution regulations, e.g., in the form of a contribution scale.
Educational institutions (universities, etc.) can be exempt from contributions upon
application to and resolution by the General Assembly.

Honorary membership is non-contributory.

Within the framework of the rules of procedure, expense allowances may be decided for
certain activities that are compatible with and serve the statutory objectives of the
association. The principle of proportionality must be observed here. The payment of
compensation for activities performed over and above the reimbursement of expenses is
excluded. Exceptions to this are compensation for extraordinary, justified expenses
within the scope of the original statutory objectives of the association.

Expenses and travel costs incurred in connection with activities for the association are
reimbursed by the association within the framework of the applicable tax regulations on
presentation of suitable evidence, provided that the association has sufficient funds

available. The Executive Board decides on the use of these funds.

Other expenses (office materials, etc.) are not reimbursed, but can be claimed by
members as donations in kind for tax purposes on presentation of appropriate receipts

and after the association has issued a corresponding proof of use.

§ 14 Use of assets

If the association is dissolved, the assets of the association remaining after liquidation
shall go to the association "Arzte ohne Grenzen e. V., Am Kéllnischen Park 1, 10179

Berlin", which must use them directly and exclusively for charitable purposes.

This regulation also applies if the tax-privileged purpose ceases to exist.

§ 15 Formation authorization, costs of formation

The founding members instruct the Executive Board elected at the constitutive assembly
to carry out all steps required to enter the association in the Register of Associations.
The costs associated with the founding and registration of the association shall be borne

by the association or, until sufficient funds are available, by the founding members.
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