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NON-CLINICAL PHARMACOLOGY 
& TOXICOLOGY PROGRAM 

 

ScienƟfic and Regulatory Services 

Understanding the regulatory requirements for non‐clinical studies can be a challenge to any com‐
pany seeking product registraƟon within the US or Europe.  ConducƟng studies that are not in com‐
pliance with established regulatory guidelines or performing unnecessary studies can be costly.    
toXcel, LLC has experƟse in toxicology and pharmacology to assist companies in developing non‐
clinical study programs that will meet regulatory requirements in a Ɵmely and cost‐effecƟve man‐
ner. 
 
toXcel offers the following assistance: 
 

 Review and gap analysis of currently exisƟng pharmacology and toxicology programs 
 Strategic advice on developing and implemenƟng pharmacology and drug safety  pro‐

grams, including cost esƟmates for laboratory studies 
 Literature searches for relevant scienƟfic informaƟon for your product 
 Develop data waiver jusƟficaƟons in lieu of actual study when appropriate 
 Plan safety pharmacology/toxicology studies within required Ɵmeframes 
 Determine alteraƟve test methods where appropriate 
 SelecƟon of appropriate CROs with the necessary skills and equipment 
 Design non‐clinical pharmacology and toxicology study protocols according to regula‐

tory guidelines 
 Develop study strategies to elucidate mode of acƟon 
 Management and monitoring of non‐clinical pharmacology and toxicology studies 
 GLP audiƟng 
 Review and evaluate draŌ study reports 
 Guidance and representaƟon in interacƟons with regulatory agencies 
 Data valuaƟon for the due diligence process 

 
Let toXcel be your partner in establishing your non‐clinical phar‐
macology and toxicology studies programs. 
 
 
For further discussion on how toXcel can help meet your scien‐
Ɵfic and regulatory objecƟve, please contact Alan Katz at 703‐754
‐0248 extension 111 or by email at Alan.Katz@toxcel.com.  
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