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Disclosures:

• Stock ownership in GSK.

• All relevant financial relationships 
have been mitigated. 
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Learning Objectives:

• Discuss why no-fault systems are used for 
compensating vaccine harms.

• Describe the creation and structure of the 
vaccine injury compensation program.

• Identify potential reforms of the vaccine 
injury program.
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Smallpox vaccine 
side effects

• Common: sore arm, fever, body aches. 

• 1000 in million toxic or allergic reaction at site 
of injection – virus can spread, no treatment 
needed.

• 14-52 per million potentially life threatening 
reactions – encephalitis, eczema vaccinatum,  
more.

• 1-2 out per million died. 

World Health Organization, Safety of Smallpox Vaccine: Questions and Answers.



Vaccine v. disease 
risks

https://immunisationhandbook.health.gov.au/resources/tables/table-comparison-of-the-effects-of-diseases-and-the-side-effects-of-vaccines-on-the-
national-immunisation-program



Tenuto v. Lederle 
Labs



No fault systems:

• Show:
– Causation

– Damages 

• Do not show:
– Negligence

– Product defect

– Other fault
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Why no fault for 
vaccines? 

• Easier compensation.

• Fairness: public benefit.

• Increase vaccine 
confidence. 

• Concerns: accountability 
and legal tools. 
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VACCINE INJURY 
COMPENSATION 
PROGRAM
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VICP: A spot of 
history

• In the 1980s, concerns that the 
DPT(Diphtheria, pertussis, tetanus) vaccine 
caused brain damage led to low uptake and 
lawsuits.

• Manufacturers were leaving the market.

• Plaintiffs were unhappy with the difficulty of 
compensation. 
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National Childhood 
Vaccine Injury Act of 
1986

• “The Vaccine Act;”

• Created VICP. 

• Goals:
– Protect the vaccine supply. 

– Provide individuals an exclusive, swift, 
flexible, and less adversarial alternative 
to traditional civil tort litigation. 

• Original focus was children (6 
covered vaccines).
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Current covered 
vaccines: https://www.hrsa.gov/vaccine-

compensation/covered-vaccines
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•Diphtheria (e.g., DTP, DTaP, Tdap, DT, Td, TT)
•Haemophilus influenza type b polysaccharide conjugate 
vaccines (e.g., Hib)
•Hepatitis A (e.g., HAV)
•Hepatitis B (e.g., HBV)
•Human papillomavirus (e.g., HPV)
•Seasonal influenza (e.g., Flu)
Measles (e.g., MMR)
•Mumps (e.g., MMR, MR, M)
•Meningococcal (e.g., MCV4, MPSV4, MenB-FHbp, MenB-4C)
•Pertussis (e.g., DTP, DTaP, Tdap)
•Pneumococcal conjugate (e.g., PCV)



Relatively Recent 
Changes:

• 2005: influenza vaccines added to table:
– Increased number of cases.

– Majority of cases are now from adults.

– Increase in SIRVA cases. (Shoulder Injury Related 
to Vaccine Administration).

• 2009-2010: dismissal of OAP (Omnibus 
Autism Proceeding) claims. 

• 2017: rulemaking revisiting table. 
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The United States Court of Federal 
Claims (Source: 
https://www.uscfc.uscourts.gov/frequently-asked-
questions)

• Congress renamed the 
Claims Court to U.S. Court of 
Federal Claims in 1992;

• 16 active judges nominated 
by President and confirmed 
by Senate. 

• Nominated for 15 years 
terms; can be reappointed. 

• President appoints Chief 
Justice. 

• Jurisdiction: “Claims for 
money against the federal 
government. 
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The Special Master

• Appointed by the court of federal claims for four years.
• Appointment can be renewed – they usually stay. 
• Makes legal and factual determinations, including: 

o Entitlement to damages;
o Quantifying damages; and 
o Award of attorneys’ fees and costs.

• Similar authority to administrative law judge in running 
hearing. 

• Other issues (discovery, admissibility, case management, and 
resolution by hearing/dispositive motion) within Special 
Master’s discretion;

• Special Masters perform an “inquisitorial” function.
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Funding: 

• Excise tax paid by 
manufacturers into 
Vaccine Injury 
Compensation Trust 
Fund;

• Current tax: $0.75 per 
dose. 

• Present value of 
Vaccine Fund = 
$4,247,079,343. 
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VICP payments (Report 
from September 2025): 

Category Amount

Vaccines doses given 2006-
2023

5,347,310,532

Compensated Awards 12,262

Total Adjudications 25,593

Amount awarded $4,867,749,112,46

Attorneys Fees Paid $380,249,141.68

Attorney fees for Dismissed 
cases 

$135,947,454.23
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Process: https://www.myvaccinelawyer.com/vaccine-injury-

lawyer/resources/vaccine/vicp/?utm_source=adwords&utm_medium=ppc&utm_term=vicp&utm_campaign=2019-
2020+Vaccine+Campaign&hsa_acc=6279629756&hsa_kw=vicp&hsa_grp=179622247634&hsa_net=adwords&hsa_sr
c=g&hsa_ad=739458714957&hsa_mt=b&hsa_ver=3&hsa_cam=6548094361&hsa_tgt=kwd-
341440681&gad_source=1&gad_campaignid=22352095387&gbraid=0AAAAADLwlw9aV19kmIM7QJ_M7dhhnBG69
&gclid=Cj0KCQjwzOvEBhDVARIsADHfJJR7fNvQIiY4m3_07HYDJ36yTLJKD3ciH_mpnviOCVyJyCVzaUesZNEaArF

MEALw_wcB
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Limits: 

• Covered vaccine.
– ACIP (Advisory Committee of Immunization 

Practices) recommended for Children or Pregnant 
persons.

– Added to table by secretary. 

• Within statute of limitations:
– 36 months. 

– Death: 24 months/48 months after first symptom. 

• Severe condition for six months, or hospitalization, 
or death. 
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What do petitioners need 
to show? 

• Causation.

• Damages.

• Lawyer fees. 
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Causation:

Two ways to show causation: 

• Table injury. 
https://www.hrsa.gov/sites
/default/files/hrsa/vicp/va
ccine-injury-table-01-03-
2022.pdf

• Off-table injury: Althen. 
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Althen v. Secretary of Health 
and Human Services (2005) 

“[show] by preponderant evidence that the 
vaccination brought about her injury by 
providing: (1) a medical theory causally 
connecting the vaccination and the injury; 
(2) a logical sequence of cause and effect 
showing that the vaccination was the reason 
for the injury; and (3) a showing of a 
proximate temporal relationship between 
vaccination and injury"



Damages: 

Included:
• Non-reimbursable 

medical expenses;
• Lost wages;
• Pain & suffering (capped 

at $250,000);
• Death Benefit ($250,000) 

and incurred expenses;
• Reimbursement of 

related Medicaid Lien.
• Reasonable attorney fees 

and cost (even if lost). 

Not included:

• Punitive damages

• Lost wages or pain 
and suffering for 
anyone but the 
injured person.

• Expenses for others 
(except for parents of 
an injured child).
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Lawyer fees and costs: 

• “Reasonable” fees and 
costs.

• Even if lose, if 
reasonable basis to 
bring.
– What’s unreasonable?

– Timing

– Content of case 
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Access to state 
courts:

• Petitioner can go to state courts if time 
limits not met.

• Petitioner can reject decision and then file 
in state courts.

• Except for design defect claims: program 
is the only recourse for those. 
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Resolutions
https://www.hrsa.gov/sites/default/files/hrsa
/vicp/vicp-stats-06-01-25.pdf
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Out of the 28,673 
petitions filed since the 
program’s inception, 
VICP has disposed of 
25,026.
• 12,019 were declared 

compensable;
• 13,007 were 

dismissed. 

• Updated to: June 
2025.



Resolutions
https://www.hrsa.gov/sites/default/files/hrsa
/vicp/vicp-stats-06-01-25.pdf
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Problems with VICP:

• Needs more special 
masters. 

• Caps need to be raised.

• Statute of limitations.

• Delays?

• Reducing 
adversarialism? 



COUNTERMEASURES 
INJURY COMPENSATION 
PROGRAM (CICP)
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Public Readiness and 
Emergency Preparedness Act 

of 2005 (PREP Act)

• Authorizes the Secretary of U.S. Department of 
Health and Human Services to issue PREP Act 
Declarations

• Declarations provide immunity from liability for any 
loss caused, arising out of, relating to, or resulting 
from administration or use of countermeasures to 
diseases, threats and conditions determined in the 
Declaration to constitute a present or credible risk of 
a future public health emergency.
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CICP Process

1. Submit a Request for Benefits Package.

2. CICP medical staff reviews to determine whether the requester 
is eligible for program benefits.

3. If eligible, the requester is asked to submit additional 
documentation to determine the type and amount of 
compensation the requester may be entitled to receive. 

4. Can ask the Associate Administrator of the Healthcare Systems 
Bureau of HRSA to reconsider the program’s eligibility or 
benefits determination. A qualified panel, independent of the 
program, is convened to review the program’s determination.

5. The panel makes its recommendation to the Associate 
Administrator who makes a final determination. 
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CICP Criteria for 
Compensation

• A covered injury is a direct result of a covered 
countermeasure;

• Causation standard: “compelling, reliable, valid, 
medical and scientific evidence” that the injury: 
– Meets the requirement of an injury table; or
– Is the direct result of administering a covered 

countermeasure (including aggravation).

• Statute of limitation: one year.   

• Cannot go to state courts, except:
– Willful misconduct. 
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Issues:

• CICP standard is hard to meet.

• No alternative.

• No review. 

• Need to find an alternative for COVID-19 
vaccines. 
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REFORMS TO COME? 

37

By 
https://reformparty.o
rg/, Fair use, 
https://en.wikipedia.
org/w/index.php?cur
id=78755882



Changes: 

• Representative Paul 
Gosar: bill to remove 
immunity/statute of 
limitations.
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Changes: 

• Secretary Kennedy’s reform? 
– Details not announced. 

Some points:
• Discovery. 
• Delays. 
• “System broken”? 

– Changes to ACIP 
relevant.

– Rumor: will add autism 
to table somehow. 

– Question: COVID-19 
vaccines. 

• Lawsuit dismissed. 
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Thank you!

Questions? Comments?

reissd@uclawsf.edu
415-5654844 


