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To: FDA-Wide
Subject: Personnel Announcement - FDA Administrative Law Judge Program

Dear Colleagues,

In 2010, the agency’s Administrative Law Judge (ALJ), Daniel Davidson, retired after years of dedicated service.  Since then, FDA has not had an agency ALJ.  I am pleased to announce that we have now reinstated our ALJ program.  Two ALJs, Judge Richard Goodwin and Judge Tom Booker started with FDA on Tuesday, September 8th.
                                                         
When FDA takes certain actions that affect regulated entities, the law requires the agency to provide an opportunity for an administrative hearing to resolve disputes raised by the affected entity.  For example, when the agency seeks to impose civil money penalties against a firm, the firm has the right to an administrative hearing presided over by an ALJ before those penalties are imposed.  FDA ALJs preside over agency administrative hearings related to, among other things, civil money penalties, new drug approval withdrawals, new animal drug approval withdrawals, debarments, and clinical investigator disqualifications.  

Judge Goodwin most recently served as an ALJ for the Department of Transportation (DOT) for over a decade.  Judge Goodwin’s responsibilities as an ALJ with DOT involved conducting administrative hearings for the Department's Office of the Secretary and most of the Department's component modal administrations, including the Federal Aviation Administration and National Highway Transportation Safety Administration.  Prior to serving at DOT, Judge Goodwin was an ALJ with the Social Security Administration, during which time he resolved appeals of denials of social security benefits.  Judge Goodwin is active in professional organizations related to service as an ALJ, including currently serving as Treasurer and a member of the Executive Board of the National Association of the Administrative Law Judiciary.  Judge Goodwin previously served as Chair of the Judicial Division of the American Bar Association from 2011-2012.  He received his bachelor’s degree from the College of William and Mary, an MBA from Xavier University, and a JD from Chase College of Law at Northern Kentucky University.  Judge Goodwin retired from the U.S. Army Judge Advocate General’s Corps as a Colonel and was awarded the Legion of Merit.  

Judge Booker has served for the past year as an ALJ with the Department of Health and Human Services (HHS) Office of Medicare Hearings and Appeals (OMHA).  At OMHA Judge Booker has handled cases involving, among other things, in-patient hospitalization appeals, durable medical equipment payments, entitlement appeals, and prescription drug appeals.  Judge Booker is a retired Navy judge advocate, having served worldwide in operational and judicial billets for 28 years.  He received his bachelor’s degree from Harvard College, a JD from the Boston University School of Law, an LLM in international law from the University of Virginia School of Law, and an MA from the U.S. Naval War College.  

I am confident that Judge Goodwin and Judge Booker bring the temperament, skills, and experience necessary to preside over the complex and important administrative hearings that will come before them.  We are quite fortunate that such accomplished and respected judges have joined the agency, and I look forward to the fairness and reason that they will bring to their decision-making.  Please join me in welcoming both of these fine ALJs to FDA.  

I’d also like to recognize Nathan Doty in the Office of the Chief Scientist for his tireless efforts to reestablish the ALJ program at FDA and for leading the recruitment effort.  Finally, let me extend my sincere appreciation to the HHS Departmental Appeals Board (DAB) whose ALJs have presided over FDA administrative hearings since Judge Davidson’s retirement.  Those ALJs have been instrumental in resolving the thousands of civil money penalty actions flowing from the Center for Tobacco Products’ (CTP) important retailer enforcement program.  The public health gains that CTP has made through enforcing the rules governing the sale of tobacco products in retail establishments could not have occurred without the dedication and service of the DAB ALJs and staff.

Sincerely,

Stephen M. Ostroff, M.D. 
Acting Commissioner of Food and Drugs


