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A multidisciplinary team of more than 30 scientists (medical doctors, toxicologists, ecotoxicologists, 
pharmacists, pathologists, biologists, chemists, and engineers) with the expertise to cover all the   
regulatory aspects required for a complete dossier. 
 
Our company has been steadily growing since 2001, ensuring the continuity of our dossiers and 
providing you with the security of support over the many years required to achieve registrations. 
 
In depth and precise data assessments, in particular for exposure modelling in man and the            
environment, help our clients to avoid unnecessary expense and potentially shorten regulatory    
timelines. 
 
   We provide expert Knowledge in: 
 

¶ The management of complex projects, including the development of new 
substances; 

 
¶ The defence of substances, their formulations and their applications for 

interaction with regulatory authorities. 
 
   In response to your needs:  
 

¶ Regulatory dossiers for compliance with regulations such as REACH, plant 
protection products and biocides; 

 
¶ Regulatory support and assistance; 
 
¶ Studies and assessments for operator exposure and industrial hygiene; 
  
¶ Support and defence of your existing products. 

THE TEAM 
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The Toxicology and Ecotoxicology teams at CEHTRA have together successfully managed many 
projects, both for new active substances and the defence of challenging existing substances. This 
experience enables us to recommend and develop innovative strategies. 
 
Study recommendation:  
 

¶ Identify the studies required to meet the objectives of our clients 
(regulatory studies or studies to address specific issues), to monitor the 
laboratory work and the report quality; 

 
¶ Review existing data to help optimize the costs (propose in vitro  work, 

SAR/QSAR analysis or data waivers) and identity data gaps. 
 

Selection of the laboratory:  
 

¶ Identify and advise clients regarding the choice of laboratory for            
conducting toxicology studies; 

 
¶ Conduct laboratory audits according to GLP (Good Laboratory Practice) 

criteria. 
 

Regulatory support: 
 

¶ Review and evaluate data files to identify the key potential issues and to 
recommend and to implement solutions; 

 

¶ Monitor new studies at the chosen laboratory to ensure study validity; 
 

¶ Prepare dossiers and documents for regulatory defence; 
 

¶ Meet with, and help you negotiate with the authorities. 

TOXICOLOGY & ECOTOXICOLOGY 
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CEHTRA, involved in about 3% of the total number of substances submitted to ECHA in 2010, has 
acquired  a solid experience in REACH, and is fully prepared to assist you in all the key aspects of 
REACH: 
 

Prepare for REACH: 
¶ Determine the requirements and exemptions applicable for each substance   

within your chemicals portfolio; 
¶ Deliver expert advice reducing your work effort and using good science to cut 

corners; 
¶ Evaluate the overall impact of REACH on your business. 
 

Manage consortia: 
¶ Help you to get your SIEF moving; 
¶ Help joining consortia and when required, represent you directly or train your 

teams to deal with relevant aspects of the REACH Regulation; 
¶ Provide consortium management and related services (accountancy, IP, legal); 
¶ Represent your company in discussions with regulatory authorities; 
¶ Serve as your only representative if you donôt have a legal presence within the 

European community. 
 

Prepare and follow up your dossier(s): 
¶ Preparation and submission of Technical dossiers and Chemical Safety Reports; 
¶ Literature searches and IUCLID 5 filling (study summaries and robust study  

summaries); 
¶ Read-across approaches (QSAR, modelling, and exposure dependent data  

waivers where possible), to reduce substance testing obligations; 
¶ Monitore laboratory tests and other contracted projects to ensure all hazard and 

exposure data gaps are fulfilled; 
¶ Propose Integrated Testing Strategies when required; 
¶ Perform chemical safety assessments covering human health and environmental 

risk, including PBT/vPvB risk characterisation; 
¶ Prepare Exposure scenarios (ES); 
¶ Examine possible risk reduction measures for your chemical substances. 
 

CEHTRA is principal shareholder of LTS-REACH-OR, a company acting as only representative for 
REACH. 

REACH 

 

 
REACH, we can help you. 
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CEHTRA experts are highly experienced in the management of plant protection products and can    
provide the following services: 
 
 

¶ Prepare annex II & III regulatory dossiers and documents for both national 
and European registrations, including post-inclusion submissions. 

 
¶ Provide development support for new active substances to meet the        

European regulatory guidelines:  
 

¶ Support in the initiation of a full regulatory program; 
¶ Choice of laboratory and the monitoring of studies;  
¶ Issue solving and the development of regulatory strategies; 
¶ Dossiers preparation, including if needed submission and follow-up. 

 
 

¶ Ensure the defence of your existing substances and preparations. 
 

¶ Coordinate and represent clients in task-forces and consortia.  
 

¶ Evaluate the environmental and ecotoxicological risks. 
 

¶ Conduct risk assessments by modelling possible exposure to man and to 
the environment,  including any refined assessment. 

 

¶ Conduct operator exposure studies to measure effective exposure. 

PLANT PROTECTION PRODUCTS 

 

 
Plant protection products 
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CEHTRA, well known for providing toxicology, ecotoxicology and environmental consultancy         
services, also has expertise in the area of food contact materials. We can assist you with regulations 
relating to materials in contact with food, feed, drinking water, etc. 

 
With 35 scientists from various backgrounds (biology, chemistry, soil science, medicine, pharmacy, 
veterinary, engineersé) we guarantee that every aspect of your dossier will be handled by a person 
with the suitable expertise and experience. 

 
CEHTRAôs services  include:  
 

¶ Advice and expertise in the field of European and international regulations   
relating to materials in food contact materials; 

 
¶ Preparation and submission of records of approvals from relevant authorities 

(France, other EU countries, and the USA); 
 
¶ Exposure sciences; 
 
¶ Training in the regulations; 
 
¶ Monitoring tests of stability, migration, extraction, etc.; 
 
¶ Regulatory watch and update service (published literature); 
 
¶ In summary, we can support your company to define the best regulatory   

strategy, which studies to conduct, the choice of laboratory, and study      
monitoring.  

Food Contact Materials 

 

 
Food contact 
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The team at CEHTRA has extensive experience of successfully producing and submitting dossiers to 
meet the requirements of European Directives as 91/414 EEC and has also used this competence to 
help companies to implement the Biocide Directive, as well as the coming Biocides Regulation. 
 
 
In general, CEHTRA can help and support companies, and in particular can:  
 

¶ Provide regulatory support for biocide products (evaluation of files, the        
identification of potential issues, the proposal and implementation of solutions);  

 
¶ Prepare and manage dossiers with regulatory authorities; 

  
¶ Monitor specific studies (Toxicology, Ecotoxicology and Environment) in        

addition to the management of regulatory development projects, such as the 
introduction of a new active substance, ; 

 
¶ Prepare Annex I, II and III documents and dossiers for submission, with      

complete follow-up during the European and/or national member state regulato-
ry processes until registration; 

 
¶ Prepare various expert "position papers", produce key risk assessments and, if 

necessary recommend any strategy for defence and risk management; 
 

¶ Model both human and environmental exposure for Annex II dossiers and     
resolve any key issues; 

 
¶ Develop arguments and justification for study waivers; 

 
¶ Act as technical representative on any key task forces or consortia. 

BIOCIDES 

 

 
Biocides 
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A team of specialists iné 
 
Risk management in the workplace and the environment 
 
Implementing sophisticated products or technologies requires both technical skills and practical     
experience of risk management at the shop floor level. CEHTRA provides assistance to our clients by 
proposing appropriate strategies to identify and minimize risks to health at the workplace for their 
workers and for their product end-users and to protect the environment. 
CEHTRA has multi-disciplinary experience in modelling and assessing risks of handling chemicals: 
tailor-made solutions can be proposed to manufacturers, formulators and downstream users of 
chemical substances by providing services such as hazard communication, exposure assessment 
(on the basis of models or of monitoring data) and environmental or human health risk management. 
Beyond the minimum regulatory compliance applicable to substances in service, solutions developed 
by CEHTRA experts aim at bringing clients up to a level of operational excellence, able to  minimize 
residual liabilities towards the environment and workers' health & safety. 
The relevance of such services is all the more important for classified substances, with safety data 
sheets containing information on operating conditions, professional or environmental exposure limits 
and on risk management measures, nor to forget an increasing frequency of litigations relating to  
professional and consumer exposures. 
 
Who can provide EHS Services on your behalf 
 
A number of firms may find it difficult to find the internal support necessary to sustain their work place 
environment and health and safety (EHS) services, as their size or the structure of the markets they 
serve directs their resources to other priorities. 
For such enterprises, keeping pace with the technological and regulatory evolution impacting EHS 
issues is a management challenge. Relying upon EHS external expert consultants in this matter is in 
most cases the most efficient response. 
For such clients, CEHTRA can allocate experienced personnel, at head quarters as well as at the 
shop floor level, so as to: 
 

¶ Audit facilities and practices 
¶ Discuss with people in charge 
¶ Propose operational solutions adapted to EHS challenges. 

 
Environmental health and safety 

Environmental Health & Safety         
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The CEHTRA Environmental team has successfully managed many projects, both for new           
substances and the defence of challenging existing substances. This experience enables us to     
recommend and develop innovating strategies. Certain experts have been involved in the scientific 
aspects of the regulation participating in Focus groups for Plant Protection products and REACH 
RIPs 3.3-2 and 3.2-2 for chemical substances. CEHTRA can assist you in: 

 
Study recommendation:  

¶ Identify the studies required to meet the objectives of our customers 
(regulatory studies or research  studies to address specific issues) and to 
monitor them; 

¶ Review existing data to help optimize the costs (proposal for modelling, SAR/
QSAR analysis or data waivers). 

 
Contract Research organization selection:  

¶ Identify and advise clients of the choice of the laboratory for conducting toxi-
cology studies; 

¶ Conduct laboratory audits challenging their implementation of GLP (Good  
Laboratory Practice) criteria; 

¶ Monitor studies from the beginning to the end and make sure they are          
performed in an appropriate way. 

 

Modelling and Assessments: 
¶ Implement the necessary predictive tools (EUSES 2, GEMCO, FOCUS   

PELMO, PEARL, MACRO, PRZM, SWASH, EVA, PERFUM, EXPOSIT,    
GEOPEARL, OECD Toolbox...); 

¶ Assess the relevance of specific scenarios, and standardise the data; 
¶ Innovate and adapt existing models to overcome specific issues. 

 
Regulatory Support: 

¶ Review and evaluate data files to identify the key potential issues and to          
recommend and implement solutions (including peer-review); 

¶ Prepare dossiers and documents for regulatory defence; 
¶ Meet with, and help you negotiate with the authorities. 

Environment 

 

 
Environmental specialists 
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