WHISTLEBLOWER PROTECTIONS FOR DRUG INDUSTRY EMPLOYEES 

 EMPLOYEE PROTECTIONS

(a) IN GENERAL. – Any person or party subject to the provisions of this Act, any manufacturer, supplier, distributor, retailer or wholesaler of food, drugs, or devices, as defined in section 321 of title 21, a group purchasing organization (GPO), a contract research organization (CRO), an Institutional Review Board (IRB), or any contractor or subcontractor thereof, or a Federal, State or local government agency, or any contractor or subcontractor of the Food and Drug Administration, or any officer or employee of any such entity, may not discharge, demote, suspend, reprimand, threaten or in any other way discriminate against an employee if such discrimination is due, in whole or in part, to the employee’s lawful, good faith act done, or perceived by the employer to have been done or about to be done, including within the ordinary course of the employee’s job duties -
(1) to provide information, directly cause information to be provided, or otherwise directly assist in any investigation regarding any conduct which the employee reasonably believes constitutes a violation of any Federal law, rule, or regulation relating to this Act, or a substantial and specific danger to public health or safety related to the provisions of this Act, if the information or assistance is provided to or an investigation stemming from the provided information is conducted by -

(A) a Federal, State, or local regulatory or law enforcement agency (including an office of the Inspector General under the Inspector General Act of 1978 (5 U.S.C. App.; Public Law 95–452);

(B) any Member of Congress, any committee of Congress, or the Government Accountability Office; or

(C) a person with supervisory authority over the employee or such other person who has the authority to investigate, discover, or terminate the misconduct; 

(2) to refuse to violate or assist in the violation of any Federal law, rule, or regulation relating to this Act or to food, device or drug research, approval or safety;

(3) to file a complaint, or directly cause to be brought a proceeding related to the enforcement of this Act, or to testify in such a proceeding;

(4) to furnish information to or to cooperate with an investigation by the Food and Drug Administration, the Secretary of Health and Human Services, the Secretary of Agriculture, or any Federal, State, or local regulatory or law enforcement agency as to the facts relating to any Federal law, rule, or regulation relating to food, device or drug research, approval, safety or security.


(b) ENFORCEMENT ACTION. -

(1) IN GENERAL. - An employee who alleges discharge, discipline, or other discrimination in violation of subsection (a) of this section, may seek relief in accordance with the provisions of this section, with any petition or other request for relief under this section to be initiated by filing a complaint with the Secretary of Labor.

(2) PROCEDURE. -

(A) IN GENERAL. - Any action under paragraph (1) shall be governed under the rules and procedures set forth in section 42121(b) of title 49, United States Code, including:

(i) BURDENS OF PROOF. - Any action brought under this subsection shall be governed by the legal burdens of proof set forth in section 42121(b) of title 49.

(ii) STATUTE OF LIMITATIONS.—An action under paragraph (1) shall be commenced not later than 180 days after the date on which the alleged violation of subsection (a) of this section occurs.

(iii) CIVIL ACTIONS TO ENFORCE.—If a person fails to comply with an order issued by the Secretary of Labor pursuant to the procedures in section 42121(b) of title 49, the Secretary of Labor may bring a civil action to enforce the order in the district court of the United States for the judicial district in which the violation occurred, as set forth in 42121. 

(B) EXCEPTION. - Notification made under section 42121(b)(1) of title 49 shall be made to the person named in the complaint and the person’s employer. 



(3) DE NOVO REVIEW. - With respect to a complaint under paragraph (1), if the Secretary of Labor issues a decision denying relief in whole or in part, or has not issued a final decision within 210 days after the filing of the complaint, and if the delay is not due to the bad faith of the employee, the employee may bring an original action at law or equity for de novo review in the appropriate district court of the United States, which shall have jurisdiction over such an action without regard to the amount in controversy, and which action shall, at the request of either party to such action, be tried by the court with a jury.

(4) APPEALS. - Any person adversely affected or aggrieved by an order issued pursuant to the procedures in section 42121(b) of Title 49, may obtain review of the order in the United States court of appeals for the circuit in which the violation, with respect to which the order was issued, allegedly occurred or the circuit in which the complainant resided on the date of such violation. The petition for review must be filed not later than 60 days after the date of the issuance of the final order of the Secretary of Labor. The review shall conform to chapter 7 of title 5. The commencement of proceedings under this paragraph shall not, unless ordered by the court, operate as a stay of the order. 

(c) REMEDIES. -

(1) IN GENERAL. - An employee prevailing in any action under subsection (b) shall be entitled to all relief necessary to make the employee whole.

(2) DAMAGES. - Relief in an action under subsection (b) (including an action described in subsection (b)(3)) shall include -

(A) reinstatement with the same seniority status that the employee would have had, but for the discrimination;

(B) any backpay, with interest; and

(C) compensatory damages, including compensation for any special damages sustained as a result of the discrimination, including litigation costs, expert witness fees, and reasonable attorney fees. 

(3) POSSIBLE RELIEF. - Relief in any action under subsection (b) may include punitive damages in an amount not to exceed $250,000. 


(d) Subsection (a) shall not apply with respect to any person who, acting without direction from such person’s employer (or an agent of the employer), deliberately causes a violation of any requirement relating to any violation or alleged violation of any order, regulation, or consumer product safety standard under this Act or any other law enforced by the Commission.'.

(e) NO PREEMPTION. - Nothing in this section preempts or diminishes any other safeguards against discrimination, demotion, discharge, suspension, threats, harassment, reprimand, retaliation, or any other manner of discrimination provided by Federal or State law.

(f) RIGHTS RETAINED BY EMPLOYEE. - Nothing in this section shall be deemed to diminish the rights, privileges, or remedies of any employee under any Federal or State law or under any collective bargaining agreement. The rights and remedies in this section may not be waived by any agreement, policy, form, or condition of employment.



�Nearly every whistleblower law administered by DOL starts with language outlining the universe of protected individuals, the scope of protected conduct, and a general prohibition on discriminating against an employee for engaging in such protected conduct.  





Coverage of an entire industry, as outlined here in subsection (a), is entirely consistent with the other DOL whistleblower laws focused on specific issue areas, including AIR 21 (title 49), Pipeline (title 49), ERA (title 42), Rail (title 49), Public transit (title 6), and surface transit (title 49).  





Protection specifically for disclosures made pursuant to “job duties,” as specified at the end of subsection (a), is necessary after the 2006 Garcetti v. Ceballos Supreme Court decision, a 5-4 ruling which said Constitutional free speech rights do not apply when a public employee is carrying out job duties.  This decision is spreading to nearly all the federal and state whistleblower laws for private sector and government employees.  Without this language, the law only will be relevant when an employee breaks ranks by going to the press or directly to the government.  In other words, a safety inspector would not be protected for filing a good faith, but hard-hitting report, pursuant to his or her job duties. Identical language was adopted in both the House and Senate-passed versions of legislation to amend the Whistleblower Protection Act (HR 985 / S. 274).  





The scope of protected activity, or the  “provide…refuse…file…or furnish” language is modeled most clearly on the Sarbanes Oxley law (Title 18).  Language protecting an employee for refusing to violate the law, rather than proactively “blow the whistle,” mirrors language in the Energy Reorganization Act (Title 42), which has also been followed in sections 60129 and 20109 of Title 49, (Pipeline and Rail Safety), and section 1142 of Title 6 (Public Transit safety).


�The administrative enforcement provision incorporates by reference that which is in AIR 21 (49 USC 42121).  This is identical to the language used in SOX.  It outlines the procedure for filing a complaint with the DOL (initially handled by an OSHA investigator) through a final decision by the Secretary of Labor (delegated to the DOL’s Administrative Review Board).  





This identical language has been incorporated, either explicitly or by reference, in Sarbanes Oxley (Title 18), Pipeline Safety (Title 49), Rail Safety (Title 49), Public Transit Safety (Title 6), and functionally identical language is used in Surface Transit (Title 49) and nuclear safety and security (Title 42).





The 180-day statute of limitations is consistent with the ERA (Title 42), rail safety, surface transit, and pipeline safety (Title 49), and public transit security (Title 6). 





�Like 5 other DOL-administered whistleblower laws, the proposed whistleblower rights for food and drug employees would allow an employee to move a case to federal district court for a jury trial if the DOL does not provide a timely ruling.  In this case, the administrative exhaustion period is 210 days.   





Under SOX (Title 18), the administrative exhaustion period is 180 days.  Under the ERA (Title 42), it is 365 days.  Under rail and surface transit, it is 210 days (Title 49).  Under public transit security, it is 210 days (Title 6).  


 


In addition, the provision allows an employee to remove a case to district court if the Secretary issues an order denying relief in whole or in part.  This is consistent with recently passed whistleblower rights for employees of DoD contractors in 10 USC 2409, and with House-passed language for government employees, HR 985.    





�See comment [a2]


�The available relief is identical to that which is in SOX, but includes a technical correction to ensure that compensatory damages are available.  





Identical language was also included in the 9/11 law’s whistleblower amendments, which included the provision concerning punitive damages, with a $250,000 cap.





�See comment [a2].


�The language is identical to that which is included in rail and surface transit (Title 49) and public transit safety (Title 6). 





GAP recommends including these provisions to protect against any requirement to waive whistleblower protections as a condition of employment, which occurs frequently.  





