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FORMULATING YOUR WAY  
TO SUCCESSFUL TOXICOLOGY 
STUDIES

AREAS OF EXPERTISE

EARLY  
FORMULATION

 
DMPK

 
TOXICOLOGY

MATERIAL SCIENCE – 
SOLID DEVELOPMENT

	�Bespoke solutions in support of toxicological investigations based on study  
design needs and compound physico-chemical properties

	�A dedicated team of pre-clinical formulators with an in-depth understanding  
of complex bioavailability issues 

	Integrated formulation support into early tox phase and GLP IND-enabling studies 
	�Proven track record in designing formulations that can be used to support  
both GLP tox and FIM studies
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RELY ON COMPREHENSIVE, INTEGRATED CAPABILITIES WITH PROVEN EXPERTISE

		An experienced team of pre-clinical formulators and DMPK/Toxicology experts working in synergy

		Services offered include solid form screening such as salt, co-crystal, polymorphism 

		�Pre-clinical formulators use their knowledge of excipient tolerability to design well tolerated, 
 complex vehicles for challenging water insoluble compounds with bioavailability issues based  
on species, route of administration and dose requirements for toxicology assessment 

		� Effective use of formulation approaches in GLP studies:
	 – �Solutions (using solvents, pH adjustment, surfactants and/or cyclodextrins) 
	 – Suspensions 
	 – �Amorphous solid dispersions (by spray drying, hot melt extrusion and emulsification approaches)
	 – �Lipid based systems 

		� Knowledge gathered during early formulation stage as starting point for clinical  
formulation development

IN VITRO, IN VIVO, IN SILICO MODELS

		�In vitro dissolution/re-precipitation models to guide formulation development tailored to each  
animal species both for oral and parenteral compounds

		Fit-for-purpose PK study to assess in vivo formulation performance

		In silico human prediction model set up based on physico-chemical properties and DMPK data 

		 Model can be refined as new data is generated; this improves chances of selecting the best  
	compound and formulation for FIM studies and reducing the number of animal studies

 
ONE SINGLE, UNIFIED, COLLABORATIVE TEAM FROM PRECLINICAL TO CLINICAL FORMULATION

		�Evotec provides cost and time effective seamless development solutions from early candidate 
selection to cGMP clinical manufacture according to the highest quality standards

Scale-up and 
cGMP clinical 
manufacture

Prototype  
development

Formulation 
proof of concept

Preclinical 
formulation 
screening

Compound profiling  
and candidate selection


