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Objectives

+

A To describe a possible mechanism for
vaccine injury
A To describe a methodology to examine

for vaccine injuries in rare sub-
populations

A To use this methodology to determine
the risk of adverse events in children
with fatty acid oxidation disorders
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Vaccine adverse events

+

A Exceedingly rare

I Prelicensing trials can pick up adverse
events in the rate of 1:10 000

A Concerns since the first vaccine

AINUSTDPT and SI DS 1 n
800s

A Recently concerns about vaccines and
autism
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A Some documented adverse events:

Table 1

Real safety problems with vaccines
Problem Vaccine

Guillain—Barré Influenza
Paralysis OPV

Acute encephalopathy Pertussis

[ntussusception Rotavirus
Anaphylaxis MMR (gelatin)
ITP MMR
Meningitis Mumps (urabe)




Current concerns

+

A Are some children at particular risk?

A Nthe facts of this ca:
criteria for demonstrating that the
vaccination Hannah received on July 19,
2000, significantly aggravated an underlying
mitochondrial disorder, which predisposed
her to deficits in cellular energy metabolism
and manifested as a regressive
encephalopathy with features of autism
spectrum di sorder . o
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A Children with metabolic disorders may be at
particular risk of medically decompensating
after vaccination.

A Uncertainty exists about the safety of
vaccines in the presence of metabolic
disorders.

I Current recommendations are to vaccinate these
children, because of the potentially disastrous
effects of developing a vaccine preventable
disease and the physiological stress it would
create. However, concern remains about the
ability to handle the inflammation caused by
vaccine in young children with IEM.



How to study this
guestion

A The highest validity design, a randomized controlled
trial, cannot be ethically conducted because it
would necessitate withholding vaccination.

Casecontrol and cohort studies are limited because
of power concerns and the risk of confounding.

il EMOs are exceedingly rare an
number of cases to overcome the potential effects of
confounding would be difficult.

A Ecological studies would be similarly limited and
would also be challenged by the fact that the
number of hospital admissions following vaccination
In children with [IEM would only represent a small
number of the total admissions after vaccination
(.e. low attributable risk)
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