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Frequently Asked Questions on H1N1 Vaccine Administration Liability

1. What liability protections are in effect for participants in the 2009 Influenza A H1N1 Vaccination Program?  

The primary source of immunity from liability is a federal statute called the Public Readiness and Emergency Preparedness Act (Prep Act)(42 U.S.C. 247d-6d), which provides immunity from liability except for acts of willful misconduct, for the manufacture, testing, development, distribution, or use of a “covered countermeasure.” The H1N1 influenza vaccine is a covered countermeasure and licensed professionals authorized to prescribe, administer, or dispense the vaccine under state law qualify for the immunity. Compensation for injury or loss arising from the administration of the vaccine is contemplated in the Act. 

A person or entity participating in the H1N1 vaccination program will not be subject to any claim of liability unless they engage in willful misconduct. Under the PREP Act: Willful misconduct is an act or omission that is taken: 1) intentionally to achieve a wrongful purpose; 2) knowingly without legal or factual justification; and 3) in disregard of a known or obvious risk that is so great as to make it highly probable that the harm will outweigh the benefit.  All three of those conditions must be met for a finding of willful misconduct. 

The following information is taken from a Q & A power point presentation by Joseph Foster, Esq., Office of the General Counsel, U.S. Department of Health and Human Services (HHS).


 What is the PREP Act intended to do?
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Provides immunity from tort liability

–Exception: willful misconduct
 What is immunity?
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No legal tort claim can be pursued in federal or state court
 What is a tort?
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A civil wrong

–Other than a breach of contract

–Recognized by the courts

–Compensated by damages
 How is immunity triggered?
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Declaration published in Federal Register
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Published declarations specify specific “covered countermeasures” and includes –H1N1 pandemic influenza vaccine

 Who is protected?
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Covered persons

–Manufacturers

–Distributors

–Program planners (including state and local government agency, employee thereof, or private sector employee or community group) 

–“Qualified persons”

–The United States

–Officials, agents, and employees of any of the above

– “Qualified persons” include:


–Licensed health professionals; and

–Other individuals authorized (by state law) to prescribe, administer, or dispense.

What are covered persons protected from?
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Any loss with any causal relationship to any stage of development, distribution, administration, or use of a countermeasure (including H1N1 vaccine)

–Death

–Physical, mental, or emotional injury, illness, disability or condition

–Fear of physical, mental, or emotional injury, illness, disability, or condition

–Any need for medical monitoring

–Loss of or damage to property (including business interruption)

What are covered persons NOT protected from?
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Death or serious physical injury caused by willful misconduct


What is Willful Misconduct?
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Willful misconduct is an act or omission that is taken: 1) intentionally to achieve a wrongful purpose; 2) knowingly without legal or factual justification; and 3) in disregard of a known or obvious risk that is so great as to make it highly probable that the harm will outweigh the benefit.  All three of those conditions must be met for a finding of willful misconduct.
What about those who are injured?
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Compensation fund established upon issuance of a declaration
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Must be appropriated
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Compensation available for:

–Medical benefits

–Lost wages

–Death benefits
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Compensation reduced by insurance or workers’ compensation

2. What is the difference between negligence and willful misconduct?

Under Connecticut law, negligence is a separate and distinct cause of action from willful and malicious misconduct. Kostiuk v. Queally, 159 Conn. 91, 94, 267 A.2d 452 (1970). “Willful misconduct is intentional misconduct... State v. Alterio, 154 Conn. 23, 26 (Conn. 1966). To prove willful misconduct, it must be shown that the defendant knew or should have known of the substantial risk to the plaintiff, and consciously disregarded the risk. See, Klinkowize v. Greenwich Hosp. Assoc., 2000 Conn. Super. LEXIS 537 (Conn. Super. Ct. Feb. 28, 2000).

3. Paragraph 17 of the 2009 Influenza A H1N1 Vaccine Provider Agreement contains an indemnification clause. What does this mean?

The indemnification clause protects the state from any action by a provider that is determined to be “willful misconduct” and for which the state is also found to be liable. As defined above under state and federal law, willful misconduct is a very high standard to meet as it requires that the misconduct be intentional.

4.  Paragraph 17 of the 2009 Influenza A H1N1 Vaccine Provider Agreement states that the Agreement is subject to certain Executive Orders. What does this mean?

These Executive Orders are required to be part of each contract with the state of Connecticut. They may be found at: http://www.das.state.ct.us/Purchase/Executive_Orders_new.pdf
Executive Order No. 3 issued by Gov. Meskill promotes equal employment opportunities;

Executive Order No. 17 issued by Gov. Meskill references CT State Employment Services;

Executive Order No. 16 issued by Gov. Rowland promotes a violence-free workplace;

Executive Order No. 7C issued by Gov. Rell establishes a State Contracting Standards Board; and

Executive Order No. 14 addresses the procurement of cleaning supplies by state agencies.
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� This document is for guidance and information only and is not intended as a substitute for professional legal or other advice.  While every effort has been made to verify the accuracy of the information, legal authorities and requirements may depend on particular circumstances that may arise.  Always seek the advice of your attorney with any questions you may have regarding a legal matter and the application of any statutes or regulations cited in this document.   


� A link to the HHS website with more detailed Q & A on the PREP Act is found at: � HYPERLINK "http://www.hhs.gov/disasters/emergency/manmadedisasters/bioterorism/medication-vaccine-qa.html" ��http://www.hhs.gov/disasters/emergency/manmadedisasters/bioterorism/medication-vaccine-qa.html�
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