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  Donald L.Raineri, Pharm.D. 

 

Donald (Don) Raineri is vice president for Regulatory Affairs-Americas at Astellas. In this role, 

he has responsibility for the overall leadership and the operational success of the Regulatory 

Affairs function for the Americas business region, which includes the United States, Canada, 

Mexico and Central and South America. Dr. Raineri directly interacts with regulatory authorities 

at senior and excecutive levels, including negotiations on policy and areas with major business 

impact.    

 

Dr. Raineri joined Astellas in 2005 as senior director, Regulatory Affairs, and most recently 

served as executive director, Regulatory Affairs, Therapeutic Area Head.  In this role, he 

directed the development of global regulatory strategies and their implementation in the 

therapeutic area of oncology. 

 

Dr. Raineri has more than 25 years of experience in regulatory affairs in the pharmaceutical 

industry across multiple development therapeutic areas, including cardiology, urology, metabolic 

disease and CNS. Prior to joining Astellas, Dr. Raineri held positions of increasing responsibility 

at Abbott Laboratories and the Pharmacia Corporation (prior to its merge with Pfizer Inc.)  

 

Dr. Raineri earned his Bachelor of Science and Doctor of Pharmacy degrees at the University of 

Illinois at Chicago College of Pharmacy. Currently, he serves as a sponsor of the 2-year post-

graduate Fellowship Program in Regulatory Affairs at Astellas.   Dr. Raineri is an active member 

of the Drug Information Association and the American Society of Clinical Oncology. In addition, 

he has authored numerous scientific abstracts and articles which have been presented at 

international medical society meetings and published in peer-reviewed journals. 
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