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Title of the research project: Move-PCD

A multicenter randomized controlled longitudinal study

of the

impact of a six-month individualized and

supervised activity program on quality of life in children,
adolescents and adults with primary ciliary dyskinesia

(PCD)

Here: 03_subst. Amendment, application dated 14.06.2024

Dear Professor Brinkmann,

You have requested the Ethics Committee's advice on subsequent amendments to the above-
mentioned research project. The Ethics Committee has discussed and decided on your application in

a committee:

The Ethics Committee still has no fundamental ethical or legal objections to the implementation of

the research project.

This assessment applies to the research project as it appears on the basis of the documents listed in

Annex 1.
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The Medical Association of Westphalia-Lippe charges fees for the decision of the Ethics Committee in
accordance with its administrative fee schedule. A separate notification of the fees will be issued.

General information:

With this statement, the Ethics Committee advises the physicians belonging to the Westphalia-Lippe
Medical Association on the professional ethics and professional law issues associated with the
research project in accordance with Section 15 (1) of the AKWL Professional Code.

If you have submitted the application on behalf of other physicians involved, you are obliged to
inform all participating physicians of the results of this consultation.

The assessment of the Ethics Committee is not binding for the applicant as an open-ended
consultation. Irrespective of this opinion, the medical, ethical and legal responsibility for the
implementation of the research project remains with the head of the project, the client and all
doctors involved in the project.

The Westfalen-Lippe Ethics Committee is organized and works in accordance with the statutory
provisions and the GCP guidelines of the ICH.

Yours sincerely

e

Prof /Or. med. Wolfgang E. Berdel Chairman of the
Ethics Committee
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Appendix 1 The

following documents were submitted to the Ethics Committee:
If there are several versions of a document, the rating refers to the latest version:

Entrance Dating Attachment

01.07.2024 14.06.2024 7938-Vote

01.07.2024 14.06.2024 Cover letter to the ethics committee MOVE PCD_Amendement_signed
01.07.2024 14.06.2024 Parent education Move PCD_V1.2_Bochum
01.07.2024 14.06.2024 Clarification for parents Move PCD V1.2 _clean
01.07.2024 14.06.2024 Parent education Move PCD_V1.2_UKM

01.07.2024 14.06.2024 Adult education Move PCD_V1.2_Bochum

01.07.2024 14.06.2024 Enlightenment Adults Move PCD_V1.2 clean
01.07.2024 14.06.2024 Education Adults Move PCD_V1.2_UKM

01.07.2024 14.06.2024 BO_AS_2023_12_12_2023-64_1-other research first
01.07.2024 14.06.2024 Inclusion and exclusion Bochum_V1.1
01.07.2024 14.06.2024 Inclusion and exclusion Clean_V1.1

01.07.2024 14.06.2024 Inclusion and exclusion Miinster_V1.1

01.07.2024 14.06.2024 Move_PCD Protocol_final_signed_V1.2

01.07.2024 14.06.2024 WG_ Amendment No_ 23-7938 (formerly Bochum) _ No_
2023-64 1 (UK Minster)



