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BACKGROUND 

Early Clinical Drug Evaluation Units 

  

To help clinical investigators in their research of studying psychotropic drugs, the 

Psychopharmacology Service Center (PSC) of the US National Institute of Mental Health, was 

created in 1956. The objectives of the PSC were to support clinical and preclinical research with 

potentially psychotropic substances, act as an information and communication center for these 

drugs, and extend technical consultation to people working in psychopharmacology.  

According to Dr Jonathan O. Cole, the founding director of PSC, “A great majority of 

clinical research on new psychotropic drugs has been carried out by investigators at public 

mental hospitals receiving small amounts of support from the pharmaceutical industry. This 

work has not been extensive and has resulted in most drugs being released by the United States 

Food and Drug Administration (FDA) for general clinical use with only a small number of 

uncontrolled studies with variable quality. The absence of well organized and well supported 

units carrying out early clinical drug studies may have contributed to the slowness with which 

new have been developed in recent years.”  

To facilitate the clinical development of psychotropic drugs, and to improve the quality 

of clinical investigation funds were provided via the PSC to clinical research units, to be referred 

to as Early Clinical Drug Evaluation Units (ECDEU), in which drugs with psychotropic 

potential, on the basis of preclinical findings could be investigated before their approval for 

general use by the FDA. Thus, the ECDEU program involved government funding of research 

units around the country primarily to do Phase II and Phase III clinical trials with compounds.  

The units had essentially two functions: (1) to investigate new, potentially psychoactive drugs 

and (2) to advance “methodology” by devising more efficient ways of evaluating them. Federal 

research grants were given on a five-year renewal basis with considerable latitude afforded to the 

investigator as to the use of his/her funds and as to the compounds he/she wished to investigate.  



 
 

Within one year of the announcement of the Program in 1960, there were 12 

investigational units in operation. By the second annual meeting of the investigational units in 

January 1962, there were 15 units.   

 Our Early Clinical Drug Evaluation Unit at the Verdun Protestant Hospital (now Douglas 

Hospital), a psychiatric inpatient facility in the outskirts of Montreal (Quebec, Canada), was 

funded in November 1961. Our first Progress Report, submitted in December 1963, provides a 

detailed account of its operation, including the drugs employed and the assessment instruments 

used in their evaluation during its first two-years. A copy of the original report can be found in 

the ACNP-UCLA Archives at the Louise M. Darling Biomedical Library of the University of 

California, Los Angeles Campus.    
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