
B
U

N
D

E
S

IN
S

T
IT

U
T

 

F
Ü

R
 R

IS
IK

O
B

E
W

E
R

T
U

N
G

10th Berlin-Workshop on 

Developmental Toxicology

Roland Solecki

Vice President 

German Federal Institute for Risk Assessment 

Berlin, Germany



Dr. Roland Solecki 20. Februar 2020 Seite 2

Welcome 

to the 10th Berlin-Workshop on Developmental Toxicity at 

the German Federal Institute for Risk Assessment (BfR)

 25 years after the “1st Berlin Workshop”

The BfR is the scientific body of the Federal Republic of 

Germany that prepares expert reports and opinions on risks 

related to food ingestion and exposure to consumers 

including risk assessments of industrial chemicals, biocides 

and pesticides. 

10th Berlin-Workshop on Developmental Toxicology
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Main goals of the 

“Berlin DevTox Workshops” held in Berlin during the last 25 years 

 Harmonization of terminology 

used in Developmental Toxicology,

 Improvement of risk assessment 

in regulatory developmental toxicology. 

 Application of alternative methods 

for assessing developmental effects.

Agreed among experts from academia, industry and regulatory 

authorities that international harmonization of terminology is 

urgently needed for a better risk assessment of chemicals. 

The activities of the “Berlin DevTox Workshops” 

were part of the “IPCS harmonization programme”.

10th Berlin-Workshop on Developmental Toxicology
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The idea of the “Berlin DevTox Workshops” started 1995 

with the 1st version of an internationally developed glossary of terms 

for structural developmental abnormalities in common laboratory animals, 

published by the IFTS Committee on International Harmonization of 

Nomenclature in Developmental Toxicology, and represents considerable 

progress toward harmonization of terminology in this area. 

The purpose of this effort was to provide a common vocabulary that will reduce 

confusion and ambiguity in the description of developmental effects, 

particularly in submissions to regulatory agencies worldwide. 

1st Berlin-Workshop on Developmental Toxicology
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The second idea of the 1st “Berlin DevTox Workshop” was

to discuss the project for an “Atlas of External and Skeletal Anomalies”. 

Three  different atlases were published afterwards on CD-ROM:

Anomalies in Rats, Anomalies in Rabbits, Anomalies in Mice

1st Berlin-Workshop on Developmental Toxicology
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The Atlas consists of three sections:

• first section, anatomical names of various regions of the skeletons listed

• second section with the nomenclature of single anomalies, 

• third section contains alternative terms and remarks if necessary.

1st Berlin-Workshop on Developmental Toxicology

 The glossary was organized into 

broad sections for external, visceral, 

and skeletal observations, then 

subdivided into regions, structures, or 

organs. 

 Numbering is sequential, and not in 

any regional or hierarchical order. 

 Updates of the glossary were 

planned based on comments 

received.
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2nd Berlin-Workshop on Developmental Toxicology

The 2nd “Berlin DevTox Workshop” in 1998 

started a process of discussion that lead 

to a harmonization of terminology used for classification of structural 

anomalies including the definition of “malformation” and “variation”. 
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Definition: 

Malformation (Chahoud et al., 1999)

“permanent structural change that is likely to adversely affect the 

survival or health of the species under investigation” 

2nd Berlin-Workshop on Developmental Toxicology
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Definition: 

Variation (Chahoud et al., 1999)

“a change that occurs within the normal population under 

investigation and is unlikely to adversely affect survival or health”

2nd Berlin-Workshop on Developmental Toxicology
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3rd & 4th Berlin-Workshop on Developmental Toxicology

In the 3rd and 4th “Berlin DevTox Workshops” 

in 2000 and 2002 harmonization of rat fetal skeletal, external and visceral 

terminology and classification were proposed. New terms like “grey-zone 

anomalies” and “unclassified” anomalies were introduced. 

The attendees concluded 

that 

"grey-zone" anomalies” 

will never disappear 

completely and that for the 

assessment, the grade of 

severity and/or the 

frequency of the 

observation can be 

decisive for the 

terminology chosen.
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3rd & 4th Berlin-Workshop on Developmental Toxicology

In the 3rd and 4th “Berlin DevTox Workshops” 

in 2000 and 2002 harmonization of rat fetal skeletal, external and visceral 

terminology and classification were proposed. New terms like “grey-zone 

anomalies” and “unclassified” anomalies were introduced. 

Several of the soft tissue 

changes were considered 

likely to be the consequence 

of functional disorders and 

thus not strictly 

developmental anomalies. 

The possibility 

to describe a finding as 

'Not Malformation' 

(Unclassified) 

was agreed upon.
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5th Berlin-Workshop on Developmental Toxicology

At the 5th “Berlin DevTox Workshop”, held in 2005, 

discussion was concentrated on an ETS proposal for an improvement of an 

harmonized terminology in 

Developmental Toxicology.

During the 

5th “Berlin DevTox Workshop” 

the DevTox-Atlas on

the DevTox-website was 

presented on

www.devtox.org
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5th Berlin-Workshop on Developmental Toxicology

The participants were 

asked to classify new 

external, visceral and 

skeletal observations 

included within the new 

version 2 according to 

the two-category 

scheme (malformation 

and variation) agreed 

at previous Berlin 

DevTox workshops. 

A main objective was to discuss a draft proposal for updating the glossary of 

descriptive terms for fetal abnormalities put forward by Wise et al. 1997.
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6th Berlin-Workshop on Developmental Toxicology

Discussions at the 6th “Berlin DevTox Workshop” 2007 were mainly focused 

on the causes of uncertainty and low agreement regarding classification of 

some fetal observations as malformations or variations.  

It was agreed that additional 

information, including sub-location 

within the affected structure, more 

detailed description of the nature of the 

change, a better knowledge of adversity 

and postnatal consequences, a grading 

for severity together with 

photographs, would make descriptive 

terms more precise and reduce 

misclassifications. 
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7th Berlin-Workshop on Developmental Toxicology

One recommendation of 7th “Berlin DevTox Workshop” 

held 2011 was to initiate a further survey regarding classification of findings in 

Version 2 terminology to improve classification of findings and laboratory 

investigations. 

Similar to the 

previously conducted 

surveys on skeletal, 

external and visceral 

anomalies, which were 

conducted in 2001 and 

2002, the new survey 

includes additionally 

maternal-fetal 

observations and non-

routinely used species. 
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A main task of the 8th “Berlin DevTox Workshop” 2014

were discussions about observational data in human teratogenicity findings 

and comparative aspects and mechanisms of developmental anomalies in 

laboratory animals and humans

8th Berlin-Workshop on Developmental Toxicology

and to evaluate the 2nd 

survey regarding Version 

2 terminology for external, 

visceral, skeletal and 

materno-fetal anomalies 

which can be classified 

either as a malformation, 

as variation or as  grey-

zone anomaly according 

to their severity, size, 

persistence and grading.
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Main task of the 9th “DevTox Berlin Workshop” 2018

was the an update of the DevTox database, the discussion of alternative 

strategies in testing developmental effects and an consideration of specific 

aspects in regulatory risk assessment as well as  new Survey in Japan.

9th Berlin-Workshop on Developmental Toxicology

Results of the 9th Berlin-

Workshop were 

published in an scientific 

journal as well as at the 

DevTox website (in 

English and Chinese), 

which contains more 

than 2.500 images with 

external, skeletal, soft 

tissue and maternal-

fetal anomalies. 
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10th “Berlin DevTox Workshop”

should be an excellent platform for scientific 

collaboration between international experts 

from agencies, academia and industry 

aimed at the improvement of the assessment of 

chemicals with respect to their health effects. 

Topics are grouped in three different main panels:

 The DevTox-Project

 Risk Assessment – Developmental Neurotoxicity

 Future Methodology in DevTox

Presentations and main results of the 10th Workshop 

will be published on the BfR Website and a report of 

the workshop in a peer reviewed journal.

I hope we will have a successful symposium and 

I wish you a most pleasurable stay here in Berlin.

10th Berlin-Workshop on Developmental Toxicology
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Thank you 

Martina (†)

for you great 

support to the 

Berlin 

Workshops

Dr. Roland Solecki

(until 29.02.2020)

Federal Institute for Risk Assessment

Max-Dohrn-Str. 8-10, D-10589 Berlin

www.bfr.bund.de

 030-18412-30100 

 Roland.Solecki@bfr.bund.de 

(from 01.03.2020)

 01733901277 

 Roland_Solecki@hotmail.de 


