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Study: One Dose of HIN1 Vaccine May Suffice

BY DOUG BRUNK

single 15-mcg dose of 2009 H1N1

influenza vaccine provided hemag-

lutination titers of 1:40 or greater

in 93% of infants and children, results

from a multicenter study in Australia
showed.

The findings “have important public
health implications given that young
children are at the highest risk for hos-
pitalization and requirement for inten-
sive care,” wrote the researchers led by
Terry Nolan, Ph.D., of the Melbourne
School of Population Health at the Uni-
versity of Melbourne. “The results are
of particular added clinical significance
because of the unexpected finding of
the possible adequacy of a single dose
given that the US. and UK. govern-
ments recommend a two-dose regimen
in infants and young children.”

Between Aug. 3 and Sept. 4, 2009, the
researchers randomized 346 infants and
children aged 6 months to 9 years to re-
ceive a two-injection regimen of mono-
valent, unadjuvanted H1N1 vaccine 21
days apart in doses of either 15 mcg or
30 mcg (JAMA 2010;303:37-46). The vac-
cine was produced by CSL Ltd., of
Parkville, Australia.

The researchers used hemagglutina-
tion inhibition to measure antibody titers
to the HIN1 antigen at enrollment and
at 21-25 days after each vaccination.

After the first dose, antibody titers of
1:40 or greater were observed in 161 of
174 (93%) infants and children in the 15-
mcg group and in 168 of the 172 (98%)
infants in children in the 30-mcg group.
After the second dose all study partici-
pants in both groups demonstrated an-
tibody titers of 1:40 or greater.

No deaths occurred during the study
but two serious adverse events were
reported. The first was a 4-day episode
of fluctuating fever in an 8-year-old child
in the 30-mcg dose group.

The site investigator “considered that
this event was possibly related to vacci-
nation,” the researchers stated. “The
data and safety monitoring board at-
tributed the episode to a possible viral
infection and the study was recom-
menced within 1 day of notification.
This child made a full and uneventful re-
covery.”

The second adverse event occurred in a
1-year-old child in the 15-mcg dose group,
a case of viral gastroenteritis that “was
considered unrelated to vaccination.”

In an accompany editorial, Dr.
Anthony E. Fiore and Dr. Kathleen M.
Neuzil said that while the finding that
one dose of HIN1 vaccine was im-
munogenic in most young children “is en-
couraging, it is premature to assume
that only 1 dose will be needed to pro-
vide adequate protection for all young
children based on these data” (JAMA
2010;303:73-4).

Dr. Fiore, of the National Center for
Infectious Diseases at the Centers for
Disease Control and Prevention, Atlanta,
and Dr. Neuzil, of PATH, Seattle, em-
phasized that the antigen content

administered to infants and children in
the study was 15 mcg, “the equivalent of
two doses of the 7.5 microgram vaccine
currently licensed in the United States for
this age group.”

For now, they concluded, “it remains
prudent to continue to follow current
recommendations for administering 2
doses to infants and young children while
awaiting definitive vaccine effectiveness
data.” [ |
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Major Findings: One 15-mcg dose of 2009 HIN1 influenza vaccine appears
adequate in 93% of infants and children.

Source of Data: In a multicenter Australian study, researchers randomized
346 infants and children to receive a two-injection regimen of H1IN1 vaccine
21 days apart in doses of either 15 mcg or 30 mcg.

Disclosures: CSL Ltd. sponsored the trial with funding from the Australian
government’s Department of Health and Aging. Dr. Nolan disclosed that he
has been an investigator on vaccine studies sponsored by CSL and other com-
panies, but stated that he does not own shares in CSL. Dr. Fiore and Dr.
Neuzil had no financial conflicts of interest to disclose.
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Responsible for up to 125,000 infant
hospitalizations in the US annually?

* From 1997 to 2000, RSV bronchiolitis was the leading
cause of hospitalizations for infants <12 months of age'
A threat in all outpatient settings

® 22% of infants <1 year of age infected with RSV will
develop bronchiolitis*

® 28% of children <2 years of age infected with RSV will
develop bronchiolitis*

1.7 million

402,000

236,000

Potentially serious long-term consequences

¢ RSV-related lower respiratory tract illnesses (LRTIs)
in infancy may be associated with an increased risk of
asthma in the first decade of life>”7

Asthma RRt (95% CI¥)
21.8 (2.90-163.57)°
9.23 (2.79-30.55)¢

6.8 (2.7-17.3)7

Age
3 years
7 years

13 years

Based on a prospective cohort of 47 (93 control) Scandinavian children
<1 year of age in 1989 hospitalized with RSV and followed for 13 years.

*RSV= respiratory syncytial virus.
RR = relative risk.
#Ci = confidence interval.
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