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Outline data:

Period for registration and

working period:

Test items

Evaluation period:

Number of participants:

Assignment:

25 of March 2024 to 05" of May 2024 (deadline for submission)

Karyograms and the corresponding metaphase plates created by
the participating laboratories were uploaded to www.bvdh-ringver-

suche.de

06" of May 2024 to 01%! of Aug 2024

EQA test Lab-focused QA — Postnatal diagnostics: 72 labs
EQA test Lab-focused QA — Prenatal diagnostics / Amniotic fluid: 57 labs
EQA test Lab-focused QA — Prenatal diagnostics / CVS: 47 labs

Retrospective analysis of the quality of the karyograms used by the laboratories for routine diag-
nostics. For each case, 2 karyograms and corresponding metaphases from the following months
were requested with the following case numbers:

tics, Lymphocytes

EQA January 2023 March 2023 May 2023
Prenatal diagnostics, | Case no. 7 Caseno.7 Case no. 9
amniotic cells

Prenatal diagnostics, | Case no. 3 Case no. 6 Caseno. 5
chorionic villi

Postnatal diagnos- Case no. 13 Case no. 15 Case no. 21

Pass criteria:

Band resolution of the chromosomes, the completeness of the karyograms, the number of

brightness levels and the number of overlaps (according to RiliBAK).

Pass mark:

+ In order to qualify for a certificate according to RIiLIBAK each submitted karyogram needs
to fulfil the RiliBAK criteria. A pdf-version of the RiliBAK guidelines (German language)
can be found after logging in to our website in the section "Documents > Guidelines".

« A systematic overview concerning the evaluation of bands is available after log-in as
“Info 2” of this EQA test.
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» Criterion “Completeness”. All chromosomes (for a given diagnostic finding, for which we
will now provide a field) must be present, otherwise the karyogram will score 0 marks in
the assessment, which constitutes "failure".

» Criterion "brightness levels". The minimum requirement consists of three brightness lev-
els (white — gray — black).

»  Criterion “number of overlaps”:
< 400 bphs per metaphase: 12 overlaps max.
= 400 bphs per metaphase: 20 overlaps max.

An overlap results from a chromosome's arm intersecting with another chromosome. The
number of overlaps is to be determined during metaphase.

» Data protection regulations. 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”.

Additionally:
» A critical error in terms of the EQA scheme is to submit incorrect participant documents
(e.g. wrong file uploaded), so that there is no or insufficient basis for evaluation. The
EQA scheme is then deemed to have been “failed”. In the event of a critical error, only a
certificate of participation will be issued.

Assessment:

The assessment was carried out by two external experts (reviewers), the supervisor of the EQA
and his or her deputy, whereby the vote of the supervisors of the EQA is decisive for the final
assessment.

Result report:

Once again this year, we as the EQA scheme managers are pleased to send you the final report
for the three EQA modules mentioned above and would like to thank you for your participation.
We would like to thank the experts who made themselves available for the evaluation of the kar-
yograms for their great commitment.

In this review period, only a small number of laboratories showed an exchange of chromosomes
in the submitted karyograms. In addition, in individual cases there were discrepancies between
the stated karyotype and the actual karyotype of the submitted karyograms. In some cases, the
same images were also uploaded for different months. The points listed illustrate a lack of con-
centration in the processing of the EQA scheme, which meant that in individual cases only one
certificate of participation could be issued.

Here are the usual key points of the evaluation of these EQA schemes: 72 laboratories (previous
year 72 laboratories) took part in the laboratory-oriented QA Postnatal Cytogenetics, 54 laborato-
ries (previous year 58 laboratories) in the laboratory-oriented QA Prenatal Cytogenetics / Amnio-
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centesis and 47 laboratories (previous year 49 laboratories) in the laboratory-oriented QA Prena-
tal Cytogenetics / Chorionic Villus Analysis Long-Term Culture. A total of 1,038 karyograms were
evaluated by the experts (Fig. 2). The retrospective evaluation of the chromosomes resulted in
the following values:

RV Lab-focused QA / 2024 2023 2022 2021
Module

Postnatal diagnostics 6.28 6.28 6.40 6.36
Prenatal diagnostics — 5.98 5.50 5.50 5.47
Amniotic fluid

Prenatal diagnostics — 4.65 4.56 4.71 4.79
CVS

In contrast to postnatal diagnostics, where the average band level of the previous year was main-
tained, the average band level of the chromosomes from both amniocentesis and chorionic villus
analysis long-term culture was improved. A representation of the average band quality over the
last 10 years is shown in Fig. 1.

Development of the
average chromosomal band quality
(2014-2024)

2014 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024

—&— Postnatal analyses =~ —@— AC analyses CVS analyses

Fig. 1: Development of the average chromosomal band quality after analyses from lymphocytes
(postnatal) and amniotic fluid analyses (AC) or from chorionic villus analyses long-term cultures
(CVS) between 2014 and 2024.
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Number of participating laboratories (2014-2024)
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Fig. 2: Development of the number of laboratories participating in the BVDH's laboratory-oriented
external quality assurance (LaboQS) 2014-2024. Analysis from lymphocyte (postnatal) and am-
niotic 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 culture.

Next EQA run: Registration and participation in spring 2025.

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 Deputy EQA supervisor
Assigned Manager QA of BVDH e. V.

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

Valid without signature; authentication is done electronically.
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