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Preclinical Testing starts with the Preclinical Testing starts with the 
discovery of a new molecule discovery of a new molecule 

Discovering and developing safe and Discovering and developing safe and 
effective new medicines is a long, effective new medicines is a long, 
difficult and expensive process. difficult and expensive process. 

Preclinical TestingPreclinical Testing

PharmacologyPharmacology ToxicologyToxicology PreformulationPreformulation

FormulationFormulation AnalyticalAnalytical PharmacokineticsPharmacokinetics
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Time and ExpenseTime and Expense

Average length of time for testing in nonAverage length of time for testing in non--
human subjects takes about 1.5 to 3 human subjects takes about 1.5 to 3 
years. years. 

The testing is performed in rats, mice and The testing is performed in rats, mice and 
rabbits, etcrabbits, etc
(toxicity and health effects) (toxicity and health effects) 

Average cost 10 million dollars +Average cost 10 million dollars +

•• Some 175000 substances are evaluated Some 175000 substances are evaluated 
annually and about 200 (about 1/1000) annually and about 200 (about 1/1000) 
actually become new drugs eventuallyactually become new drugs eventually
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•• ToxicologyToxicology

--Genetic ToxicologyGenetic Toxicology

What is Genetic Toxicology?What is Genetic Toxicology?

•• Study of agents that can alter genes or Study of agents that can alter genes or 
chromosomes or cause cancerchromosomes or cause cancer

•• The FDA and EPA require certain genetic The FDA and EPA require certain genetic 
toxicology assays as part of their safety toxicology assays as part of their safety 
and risk assessment reviewand risk assessment review
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Use of Use of GenetoxGenetox Test ResultsTest Results

•• To ensure safety of the clinical volunteersTo ensure safety of the clinical volunteers
–– Test active ingredient not the final prescribed drugTest active ingredient not the final prescribed drug

•• Screens out drug candidates that have risks Screens out drug candidates that have risks 
greater than their benefits greater than their benefits –– most never make it most never make it 
to marketto market
–– Dropped from development for safety or efficacy Dropped from development for safety or efficacy 

concernsconcerns

•• Supports the safety of the ultimately marketed Supports the safety of the ultimately marketed 
drug product.drug product.

Results of GeneTox Tests are 
provided to patient 

population

From: June 2003 Reader’s 
Digest
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•• What I personally find rewarding about What I personally find rewarding about 
what we do is helping companies get their what we do is helping companies get their 
products to market so that patients can products to market so that patients can 
benefit. It is especially true when there benefit. It is especially true when there 
are troubles along the way that we help are troubles along the way that we help 
solve.solve.


