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Competency Statement UMC St. Radboud QM Diagnostics BV

The undersigned Director of UMC St. Radboud QM Diagnostics BV states in relation to the compe-
tency of the department to perform diagnostic tests, analyze data, interpret and report the results
that:

. The laboratory is accredited by the Dutch Accreditation Council (RvA) in accordance with
the ISO 17025:2017 under registration number L606 (Link to RvA.nl).

. All diagnostic procedures @nd subsequent results) listed in the scope in Annex 1 are included
under this ISO17025:2017 accreditation (Link to RvA.Nl).

. Changes in the execution of a diagnostic test which are expected to have impact on the
performance of the test will be clearly communicated to affected clients.

. Doubts about the reliability and/or corrections to results will be communicated immediately
to the affected client(s).

. The laboratory participates in international quality assessment and ring-testing programs for
the diagnostic tests that are available through these programs.

. For diagnostic tests, not available in quality assessment and ring-testing programs, the
laboratory will start an alternative method of assessment to determine the validity of the test
methodology for the described application.

. All results are verified and authorized by trained supervisors.

. The laboratory and the management are visited and assessed by the Dutch Accreditation
Council (RvA) yearly.

. The UMC St. Radboud QM Diagnostics BV acts in accordance with the privacy policy that
has been established in the General Data Protection Regulation (GDPR). This implicates
that every person within the UMC St. Radboud QM Diagnostics BV abides by the privacy
policies to ensure that client information is only available to relevant professionals within the

company.
Martin To
Director UMC St. Radboud QM Diagnostics BV
2023-01-18
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