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Annex

Scientific / technical requirements that a laboratory should meet to be suitable for participating or carrying out a validation study according to the standards required for a formal, ECVAM coordinated validation of alternative testing methods.

Two or more of the following technical/scientific competences are needed for participating in a validation study:

· Staff qualified to perform technical assignments in the conduct of in vitro cell culture studies;
· Well established quality control systems, OECD GLP will be used as a priority criterion but similar Quality Management Systems are acceptable, too;

· Well-equipped tissue culture facilities;

· Experience with different cell based test systems (e.g. primary human and other mammalian cell lines, established cell lines), reconstructed human tissue models and/or organotypic models;
· Analytical expertise using state-of-the-art technologies (e.g. high performance liquid chromatography, liquid chromatography–mass spectrometry, inductively coupled plasma-mass spectrometry), measurement of metabolic stability, solubility, protein binding, etc;

· Expertise in molecular biology and omics-based technologies (e.g. transcriptomics, metabolomics, genomics ;)

· Other endpoint detection systems (e.g. flow cytometry, high content image analysis)

· Any other technical capacity relevant for toxicity testing, including automation to perform cell culturing/handling and/or testing.
· Computational chemistry/toxicology and modelling (e.g. PBTK, Simulation Modelling, sensitivity analysis)
To carry out, i.e. to manage a validation study, a laboratory should have sufficient relevant scientific expertise and skills required for the method at hand and must be able to 

· set-up and manage a validation management group; 

· develop together with that group a project plan;

· ensure adequate data generation including a multi centre trial or ring test;

· carry out adequate data analysis, 

· compile the validation report in accordance with a standard defined by ECVAM.

Demonstrated experience in validation studies, preferably related to toxicology and alternative testing methods, and access to bio-statistical and computational chemistry and modelling competence, and experience in the coordination of multi-partner projects are all essential qualifications for laboratories that could be invited to carry out validation studies. 

	LABORATORY

	Name:

	Address:

	Postal code: 

	Town:

	Country:

	CONTACT PERSON

	Name and Surname:

	Title:

	Function:

	Phone number:

	E-mail:

	RELEVANT COMPETENCES

	Do you have a well-equipped cell culture facility?

Please give here a short summary description (max 200 words):
	YES/NO

	Are you included in the list of GLP compliant test facilities
?

If not, please describe your quality management system (e.g. ISO, GCCP)


	YES/NO

	Please indicate the size of your facility by 

1) Staff: Number of Permanent/Non permanent: 

Seniority
Scientist
Statistician
Technician
Admin

> 5 Years





< 5 Years





2) Number of laboratory rooms in your test facility :

3) Any other parameter you find suitable (please explain):


	___/___

_______

	Do you have experience with animal cell-based systems?

(If yes, please list them here, indicating the number of years of experience and the last year when your laboratory worked with them)

	YES/NO

	Do you have experience with human cell based systems?

(If yes, please list them here, indicating the number of years of experience and the last year when your laboratory worked with them)


	YES/NO

	Do you have experience with organotypic cultures?

(If yes, please list them here, indicating the number of years of experience and the last year when your laboratory worked with them)

	YES/NO



	Do you have analytical facilities?

(If yes, please list the analytical equipment currently available or planned to be purchased in the coming 2 years)

	YES/NO

	Do you have expertise with omics-based technologies?

(If yes, please list them here, indicating the number of years of experience and the last year when your laboratory worked with them)

	YES/NO

	How many years of practical experience has your laboratory in the application of in vitro methods?

(Please list the methods you worked with in the last 10 years)


	Years: ______

	Do you have experience with the coordination of multi-partner projects?

(If yes, please list those you coordinated in the last 5 years, indicating the subject, the number of partners and the total budget)

	YES/NO

	Do you have experience with validation studies (as coordinator or participating laboratory)?

(If yes, please list those you coordinated or participated in during the last 5 years, indicating the subject, the number of participant laboratories, the total budget, and your contribution)


	YES/NO

	Do you have (access to) bio-statistical competence?

(If yes, please indicate the number of bio-statisticians you can access and their experience, number of years, relating to validation studies)


	YES/NO

	Do you have (access to) expertise in computational Chemistry/toxicology and/or modelling (e.g. PBTK, Dynamic Simulation, Sensitivity analysis)

(If yes, please describe briefly the type and degree of expertise and experience.)


	YES/NO

	Please indicate any other relevant technical capacity you have within your facility or which you have direct access to:


	

	In case your laboratory would be invited to participate in, or manage, a validation study, would you be in a position to contribute to your overall cost of the study; either from your own or other sources (private or public), either "in kind" or financially?

(If YES, please indicate how you could contribute and specify any conditions that should be met (such as being informed of a potential request XX months before the study starts in order to be able to acquire additional resources))


	YES/NO


Please send the completed questionnaire, as word file, to zebet@bfr.bund.de 
� A list of inspected test facitilities in several EU member countries can be found at the following DG enterprise website: http://ec.europa.eu/enterprise/sectors/chemicals/documents/classification/laboratory-practice/test-facilities_en.htm
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