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Figure 1: Documentation of cell 
culture stages relevant for their use 
in an in vitro test method  
The ToxTemp presented here assesses 
test system features and the 
according acceptance criteria (AC) at 
different stages. In chapter 3, the 
original source of cells and their 
characteristics (green cells) as well as 
their differentiation/maturation 
(yellow cells) are covered. Chapter 4 
focuses of the test system stages at 
the beginning of the test, i.e. at the 
start of chemical exposure, and at the 
final stage (end of test; red cells). Four 
examples of cellular test systems and 
their stages during test preparation 
and testing are given. In addition, 
exemplary processes (e.g., 
proliferation) which can change a test 
system are indicated and which 
should therefore be documented and 
taken into account for a 
comprehensive test method 
documentation.   
 

The majority of toxicity tests still falls into the category of non-guideline methods. Data from 
these tests may be used to support regulatory decisions or to guide strategies for the 
assessments of compounds during research and development, if they fulfill basic requirements 
concerning their relevance, reproducibility and predictivity. Only a method description of 
sufficient clarity and detail allows interpretation and use of the data. Considering the fact that 
regulators were increasingly faced with data from non-guideline studies, the OECD provided 
the guidance document 211 (GD211) on method documentation for the purpose of safety 
assessment. The guidance leaves considerable uncertainty for scientists not familiar with 
regulation as to what level of detail would be required, and how individual questions are to be 
answered. Moreover, little attention was given to the description of the test system (i.e. cell 
culture) and the steps leading to its generation. To address these issues, an annotated toxicity 
test method template (ToxTemp) has been developed to (i) fulfill all requirements of GD211, 
(ii) to guide the user concerning the types of answers and information required, (iii) to include 
acceptance criteria for test elements, and (iv) to define the cells sufficiently and transparently. 
The fully annotated ToxTemp is provided here, together with reference to a database with 
exemplary descriptions of > 20 cell-based tests. 
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