BVDH e. V. ¢ Coordination Office QA
c/o Die Tastatur -Feldstr. 30 52249 Eschweiler/Germany

Final Report
for the

Ring Trial Lab-focused Quality Assurance 2016
(Postnatal Diagnostics / Prenatal Diagnhostics — Amniotic Fluid /
Prenatal Diagnostics — CVS)

Dear Colleagues,

we would like to thank you for your submissions to the RT "Lab-
focused Quality Assurance 2016". Again, a number of colleagues con-
tributed to the evaluation: Our sincere thanks for their efforts go to Eva
Daumiller (Stuttgart), llona Dietze (Neu-Ulm), Doris Pritz (Cottbus),
Patricia Emmerich (Baden-Baden), Sonja Dahlum (Ulm), Anja Louis
(Mannheim), Dagmar Huhle (Zwickau), Brigitta Glaser (Freiburg), An-
nelore Junge (Dresden), Hanne Tittelbach (Nirnberg), Janine
Schellhorn (Hamburg), Sabine Adolph (Stuttgart) und Susanne Majew-

ski (Munchen).

Evaluation criteria are specified in the latest version of the RiliBAK and
did not change compared to the previous run of the RT Lab-focused
QA. The previous uncertainty about how to determine the number of
overlaps appears to have been resolved. Only very few laboratories
counted chromosomal intersections as a single overlap. Regarding this

issue, | would like to refer again to the FAQ section of the guidelines of
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the Bundesarztekammer (RiliBAK): "An overlap is defined as the chromosomal intersection in the
corresponding metaphase, i.e. two chromosomes intersecting during metaphase results in an over-
lap" (cf.: http://www.bundesaerztekammer.de/ aerzte/qualitaetssicherung/richtlinien-leitlinien-

empfehlungen-zur-qualitaetssicherung/labor/).

There were also difficulties evaluating the overlaps in cases where no original images of mitosis
were submitted. Due to very tightly cropped chromosomes, in some cases it was impossible retrace
the overlaps. We would like to ask you for a more generous approach, i.e. ends of previously inter-
secting chromosomes may be visible in the karyogram. Addition of the field "karyotype" has proved
to be of value and led to numerous numerically and structurally interesting findings to be included in

the evaluation. Furthermore, this was appreciated by the assessors for evaluation of mosaicisms.

Unfortunately, in a few cases errors occurred while uploading images: Instead of uploading the kar-
yogram and the corresponding metaphase, the metaphase was uploaded twice. Please be advised

that we recommend you to review your uploaded files before pressing the "Submit" button.

Now, we would like to address the usual key issues of the evaluation of the ring trial: 87 laboratories
participated in Lab-focused QA - Postnatal Diagnostics, compared to 91 laboratories in the previous
year, 76 laboratories participated in Lab-focused QA - Prenatal Diagnostics (Amniotic Fluid) (previ-
ous year 77), and 59 laboratories in Lab-focused QA - Prenatal Diagnostics (CVS) (previous year
61).

A total of 1,334 kayograms were reviewed by the assessors. For chromosomes from lymphocytes
in the ring trial 2016 an average banding resolution of 6.19 points (2015: 6.18 points, 2014: 6.12
points, 2013: 5.87 points) was achieved, for chromosomes from amniotic fluid, the average was
5.47 points in 2016 (2015: 5.45 points, 2014: 5.3 points, 2013: 5.17 points), and for chromosomes
from chorionic villi an average banding resolution of 4.43 points (2015: 4.63 points, 2014: 4.24
points, 2013: 4.1 points) was found in 2016.

Except for the chromosomes from CVS, again, a slight increase in the average resolution of the
chromosomes was observed. Based on the criteria outlined in RiliBAK, only one laboratory submit-
ted a karyogram for Lab-focused QA - postnatal diagnostics with 21 overlaps and therefore did not
achieve the requirements of RiliBAK. All other laboratories were in compliance with the quality crite-
ria set forth in RiliIBAK. Since according to RiliBAK, criteria need to be met for all submitted karyo-

grams, we can only issue a certificate of participation to the respective laboratory.

We would like to point out once more that the certificate is valid for twice the period given in Table
B5-2b (= 2 years) (please refer to Deutsches Arzteblatt, Issue 43, A2303, 3) Section on Guidelines
E, Paragraph (7), 2011) After logging in to www.bvdh-ringversuche.de, you will be able to find your
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Case-ID in the corresponding ring trial's table under "Ring Trials — Completed”. You will find your
results (three lines, one per submitted month) in the results tables (that are downloadable as well)
under the beforementioned Case-ID. For questions and queries, please contact Mrs. Brandt at the
Coordination Office at +49 (0)2403 838054.

In case you intend to support us by becoming an assessor, please also get in contact with Mrs.
Brandt.

Yours sincerely
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Prof. Dr. Jirgen Kunz Susanne Brandt
Ring Trial Supervisor and Coordination Office QA

Chairman of the Commission
for Quality Assurance



