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Private Sector Whistleblower Protection for Drug Safety      
Talking Points
BACKGROUND:  
-
Congress, and this Committee in particular, has a long history of relying on and working effectively with whistleblowers to better protect citizens from dangerous prescription drugs. 
-
Whistleblowers within the FDA, as well as the drug industry, are critical to effective oversight of government and industry operations.  No one is better placed to detect fraud and violations of law than insiders.   

-
Employees who blow the whistle on illegal practices they discover in the course of their employment play a critical role in law enforcement and protection of public health and safety.  
-
We now have broad protections for Federal employees and government contractors who speak out, but private sector employees generally have very limited protection.  

-
Over the last 40 years, the Congress has added (limited) whistleblower protections to a number of Federal laws in an attempt to encourage private sector employees to speak out when they observe violations.  
-
Proposed whistleblower protections for drug industry employees are equivalent to whistleblower rights for ground transportation employees that received overwhelming support from Members of this Committee in the recently-passed 9/11 legislation, and which President Bush signed into law on August 3, 2007.   Protections for drug employees have the same national security implications as those for public transportation employees, and have a greater effect on the health and safety of our families in their everyday lives.  

-
Proposed whistleblower protections for drug industry employees are also consistent with other whistleblower protections that Congress has enacted recently, confirming Congressional commitment to protection of whistleblowers:
-
In 2002, protections were added for whistleblowers who work for publicly traded companies and allege violations of various provisions of the Securities and Exchange Act (Sarbanes-Oxley Act); 
- 
In 2005, whistleblower protections for the nuclear weapons and power industry employees were expanded by this Committee in with the Energy Policy Act’s 2005 amendments to the Energy Reorganization Act. 

-
Congress has succeeded, however, in passing private-employee whistleblower legislation in several discrete subject-matter areas following highly-publicized tragedies prompting the need for reform; e.g. following Enron, Congress passed strong whistleblower protections for private employees in the securities industry.  Currently, however, food and drug safety whistleblowers have no federal whistleblower protections when they challenge health or safety hazards that threaten our families’ lives. The recent drug (and food) safety scandals provide clear justification for the need for protection of industry insiders.
-
The existing corporate whistleblower statutes generally provide that when an employee suffers adverse employment consequences that may be a result of protected whistleblowing, the Secretary of Labor will conduct an investigation to determine whether the employment action was, or was not, related to the whistle-blowing.  Hearings and actions in court may ensue.  

-
America needs strong whistleblower protections to assure drug safety, which recent events have demonstrated is a real and present danger for all Americans. 

How the provision would work:
1) Subsection (a) generally prohibits any industry employer from discriminating against an employee in retaliation for an employee’s good faith act to refuse to violate the law or to provide information that the employee reasonably believes to be a violation of this Act to a regulatory agency, the Congress, or his employer.  

2) If the employee believes she has been retaliated against in violation of subsection (a), the employee under subsection (b) may file a complaint with the Secretary of Labor.  

3)  An action brought under subsection (b) is governed by the rules and procedures in 49 U.S.C. 42121 (whistleblower protections for airline industry personnel), including those legal burdens of proof – drawn from the Whistleblower Protection Act of 1989.  These procedures provide for an initial investigation to be conducted by the whistleblower office in the Occupational Health and Safety Administration.  Each party has the right to challenge the OSHA investigator’s findings in a hearing before a Department of Labor Administrative Law Judge.  Both parties are provided the right to appeal an ALJ decision before the Administrative Review Board at DOL.  A final appeal is provided to either party at the U.S. circuit court of appeals for the circuit in which the alleged discrimination took place.  

4) If the Secretary of Labor issues a decision denying relief in whole or in part, or the Secretary has not issued a final decision within 210 days, and the delay is not due to bad faith by the employee, the employee may elect to move the complaint to U.S. District Court.      

5) A whistleblower successfully proving a violation of rights would receive a make whole remedy, and in extraordinary cases, provides a $250,000 punitive damages cap as in the 9/11 whistleblower provisions for ground transportation employees. 
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