
MicroArray Quality Control (MAQC) Project Holds Workshop  
 The third MAQC workshop was held in Palo Alto, CA, December 1-2, 2005.  The MAQC, an FDA- 
initiated effort spearheaded by NCTR and CDER scientists, seeks to develop consensus standards for the perfor-
mance and presentation of microarray data.  Representatives from more than 50 organizations representing 
industry, academia, government agencies, and other stakeholders reviewed MAQC datasets derived from two large 
human RNA pools developed in the project by industry partners and analyzed on ten commercial microarray 
platforms.  
 It is widely accepted that microarray data are crucial to pharmacogenomic and toxicogenomic efforts for 
advancing medical product development and safety, and personalized medicine. Plans were set to publish twelve 
manuscripts to make the MAQC data available to the scientific community.  

NCTR Director Retires
 On December 13, 2005, NCTR recog-

nized Dr. Daniel Casciano, NCTR’s Director for 6½ 
years, at his retirement celebration.  Dr. Casciano joined the 

NCTR as a research scientist in 1973.  During his 32 years at 
the NCTR, Dr. Casciano transitioned from bench research scien-

tist to become Director of Genetic and Reproductive Toxicology; 
NCTR Deputy Director for Research; Acting Director of NCTR; 
and then NCTR Director.
 As NCTR’s Director, Dr. Casciano demonstrated exem-
plary leadership, scientific contributions, and vision to foster the 
FDA Critical Path Initiative by enhancing the NCTR’s unique 
systems toxicology capabilities. Dr. Casciano developed and 
implemented an integrated plan to apply genomic, proteomic, and metabolomic technologies to toxicological and 
biological problems. By validating these emerging technologies to assess the safety of regulated products, these 
measures can aid FDA reviewers in risk assessment and position NCTR/FDA to transition to and to promote a 
personalized medicine paradigm. 
 Dr. von Eschenbach, acting FDA Commis-
sioner, recently announced that Dr. William Slikker, 
the Deputy Center Director for Research, will be the 
Acting Director, NCTR.

FDA and Industry to Collaborate on Better Ways to Predict Liver Toxicity in Human Drug Trials 
From a November 2, 2005, FDA Press Release 
 The FDA and BG Medicine, a Massachusetts-based biotechnology research company, have agreed to 
collaborate on a project designed to overcome one of the obstacles to efficient development of safe drugs. The 
Liver Toxicology Biomarker Study (LTBS), to be conducted under a Cooperative Research and Development 
Agreement between the NCTR and the pharmaceutical industry, aims to discover signs of human liver toxicity in 
a standard test used in the initial stages of drug development. 
 

Early detection of potential safety problems is one of the main objectives of the FDA's Critical Path Initiative, 
which seeks to modernize drug development by making the process more predictable and successful, and less 
costly. The LTBS has been designed by FDA and BG Medicine with input from other pharmaceutical companies 
and will be conducted, with their collaboration, at the NCTR laboratory in Jefferson, AR and BG Medicine in 
Waltham, MA. 

"Liver toxicity is a common reason for drug development failure. By identifying biomarkers for liver toxicity at the start of the 
development process, this research should yield important benefits for industry, the FDA, and the public."  Dr. Janet Woodcock, 
FDA's Deputy Commissioner for Operations.

 “You have distinguished yourself as an accomplished leader, innovator, 
and visionary during the tenure of your government career.  Your record 
of accomplishments as a scientist and leader is truly noteworthy. You can 
be proud of your career.”  Dr. Andrew C. von Eschenbach, Acting 
Commissioner of the FDA, in a citation to Dr. Casciano.
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Recent Publications 
NCTR conducts research designed to protect the public’s health. Results from some of these research projects have 
recently been accepted for publication in nationally recognized scientific journals. 
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