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2025 EQA test “Lab-focused QA”

Modules:
e Postnatal diagnostics

¢ Prenatal diagnostics — Amniocentesis
e Prenatal diagnostics — CVS

Final report by the EQA supervisors of 22 Sep 2025 (abridged version)

Outline data:
Period for registration and
working period: 24 Mar 2025 to 04 May 2025 (deadline for submission)
Evaluation period: 05 May 2025 to 15 Jun 2025
Number of participants: EQA test “Postnatal diagnostics” 70
EQA test “Prenatal diagnostics — Amniocentesis” 56
EQA test “Prenatal diagnostics — CVS 45
Assignment:
Method: Modular retrospective evaluation of two karyograms each from a routine
diagnostic case at the participating laboratory from 3 specified months
Test items: Karyograms created by participating laboratories and the corresponding

metaphase plates were uploaded to www.bvdh-ringversuche.de by the
submission deadline.

Validation and verification: not applicable

Task: Please provide us with karyograms and metaphases of the following
months and case numbers:

July 2024 September 2024 November 2024
Prenatal diagnostics, Casenr5 Case nr 3 Casenr7
amniotic fluid
Prenatal diagnostics, Casenr2 Case nr5 Casenr8
chorionic villi
Postnatal diagnostics Case nr 20 Casenr 13 Casenr 17

Pass criteria:

* No images with a patient's name must be uploaded into the bvdh-ringversuche.de platform. If
so, this will be assessed as a critical mistake and therefore as “failure”.

» All chromosomes (for a given diagnostic finding) must be present, otherwise the karyogram will
score 0 marks in the assessment, which constitutes "failure".

* The corresponding metaphase is mandatory for each karyogram.

*  The minimum requirement of brightness levels consists of 3 brightness levels (white — gray —
black).

+ In order to qualify for a certificate according to RiliBAK each submitted karyogram needs to fulfil
the RIliBAK criteria.
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* The evaluation criteria are described in the results overviews for the EQA test and are based
on the current version of the Rili-BAK (Deutsches Arzteblatt, May 30, 2023, DOI:

* 10.3238/arztebl.2023.rili_baek_QS_Labor). The certificate issued is valid for two years.
An overview of the criteria for evaluating tape quality is available at www.bvdh-ringversuche.de
in the EQA documents.

Assessment:
The assessment was carried out by two external experts (reviewers), the supervisors of the EQA,
whereby the vote of the supervisor of the EQA is decisive for the final assessment.

Results report:

Seventy laboratories (previous year: 72 laboratories) participated in laboratory-oriented QA for postnatal
diagnostics, 56 laboratories (previous year: 54 laboratories) participated in the laboratory-oriented QA for
prenatal diagnostics — amniocentesis, and 45 laboratories (previous year: 47 laboratories) participated in
the laboratory-oriented QA for prenatal diagnostics — CVS. A total of 1,024 karyograms were evaluated by
the reviewers.

As in previous years, a small number of karyograms showed chromosome transpositions during this test
period. In addition, there were discrepancies in individual cases between the specified karyotype and the
actual karyotype of the submitted karyograms. In isolated cases, the same images were uploaded for dif-
ferent months. The points listed above illustrate a lack of concentration in the processing of the EQA test,
which meant that in individual cases no RiliBAK certificate could be issued and only a certificate of partici-
pation could be handed out.

For the retrospective evaluation of the chromosomes, the following mean values were obtained in the overall
assessment:

EQA test Lab-oriented QA / Module 2025 2024 2023 2022
Postnatal diagnostics 6.19 6.28 6.28 6.40
Prenatal diagnostics — Amniocentesis 5.66 5.98 5.50 5.50
Prenatal diagnostics — CVS 4.68 4.65 4.56 4.71

A representation of the average band quality over the last 11 years is shown in Fig. 1. A development of
participation in laboratory-oriented QA over the last 11 years is shown in Fig. 2.
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Fig. 1: Development of the average chromosomal band quality after analyses from lymphocytes (postnatal) and amni-
otic fluid analyses (AC) or from chorionic villus analyses long-term cultures (CVS) between 2014 and 2025.
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Fig. 2: Development of the number of laboratories participating in the BVDH's laboratory-oriented external quality as-
surance (LaboQS) 2014-2025. Analysis from lymphocyte (postnatal) and amniotic fluid analyses (AC) or from chorionic
villus analyses long-term cultures (CVS). The number of laboratories with postnatal chromosome diagnostics appears
to have stabilized over the last four years, whereas there is a steady downward trend in the number of participating
laboratories for chromosomal prenatal diagnostics from amniotic cells and after chorionic villus analysis long-term cul-
ture.

Next EQA run: Registration will start in spring 2026.

We will continue to be very grateful for your feedback on the EQA test, suggestions and criticism.

sgd Prof. Dr. rer. nat. Jirgen Kunz sgd Dr. rer. nat. Eva Daumiller
EQA supervisor and Assigned Manager QA of BVDH e. V. EQA supervisor (deputy)

sgd Prof. Dr. med. Elke Holinski-Feder
President of BVDH e. V.

Valid without signature; authentication is done electronically.
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