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BY PATRICE WENDLING

CHIcAGO — Trivalent inactivated in-
fluenza vaccine may not elicit a clinical-
ly adequate antibody response in elder-
ly adults, pilot data suggest.

Based on blood assays taken before
and 4 weeks after administration of the
Fluarix 2007/2008 formula, 88% of 71
community-dwelling older adults (mean
age 85 years) failed to mount a fourfold
antibody response to any of the three
virus strains present in the trivalent in-
fluenza vaccine (TIV).

Only two patients had a fourfold anti-
body response to both influenza A types,
H1N1 and H3N2, and none had such a
response to all three strains—HINI,
H3N2, and influenza B, Dr. Sean X. Leng
said at the annual meeting of the Amer-
ican Geriatrics Society. A fourfold or

The data from the pilot study
‘point out the importance of the
need for comprehensive
evaluation of [the influenzal
vaccine in older and frail
populations.’

higher vaccine antibody titer increase,
also called positive seroconversion, is the
criterion for a clinically adequate anti-
body response.

In contrast, he noted that the vaccine
insert reports that 444 (60%) of 745 per-
sons, aged 18-64 years, had a fourfold an-
tibody response to the HIN1 strain, 461
(62%) had such a response to H3N2,
and 575 (77%) did so to the influenza B
strain.

“Obviously this is pilot data, but [it
does] point out the importance of the
need for comprehensive evaluation of
this vaccine in older and frail popula-
tions,” commented Dr. Leng, of the di-
vision of geriatric medicine and geron-
tology at Johns Hopkins University in
Baltimore.

The audience questioned whether im-
munity would be a more accurate mea-
sure of vaccine protection than antibody
response in the elderly since they are
more likely than the young to have been
vaccinated before and thus would have
higher baseline antibody levels.

Of note, researchers at Stanford
(Calif.) University recently reported that
even the type of vaccine—TIV or live at-
tenuated influenza vaccine—received in
prior years affects both serum antibody
and B-cell responses to subsequent vac-
cination (PLoS ONE 2008;8:€2975).

Most patients involved in the current
study had high baseline titer levels,
which would make it more difficult to
achieve positive seroconversion, Dr.
Leng acknowledged.

Patients had received flu vaccine for an
average of 7 years prior to study entry,
although this was based on self-report
and subject to memory bias.

Still, 25 (3.4%) of the participants re-
ported having signs and symptoms of

flulike illness during the 2007-2008 flu
season, although laboratory confirma-
tion of a diagnosis of influenza was not
performed.

There were no reported influenza-re-
lated deaths.

Influenza is the fourth-leading cause of
death in older Americans, with the el-
derly bearing more than 90% of in-
fluenza-related mortality.

Dr. Leng noted that those aged 75
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years and older make up a small per-
centage of vaccine trial cohorts, despite
being the fastest-growing segment of
the population. In one vaccine trial, only
11% of patients were at least 75 years old
(JAMA 1994;272:1661-5).

The one-size-fits-all approach to in-
fluenza vaccine needs to be reexamined,
as is being done with cancer screening in
elderly and other high-risk groups, he
suggested.

Patients in the study ranged in age
from 72 to 95 years, 79% were women,
and 93% were white. The average num-
ber of diagnoses was 3.7; these included
hypertension (67%), osteoarthritis (45%),
and dyslipidemia (38%)).

Dr. Leng and his associates reported
no conflicts of interest.

The study was sponsored by the Na-
tional Institute on Aging and the Amer-
ican Federation for Aging Research. W

Indications and usage

Levemir® is indicated for once- or twice-
daily subcutaneous administration for
the treatment of adult and pediatric
patients with type 1 diabetes mellitus
or adult patients with type 2 diabetes
mellitus who require basal (long-acting)
insulin for the control of hyperglycemia.

Important safety information

Levemir® is contraindicated in patients
hypersensitive to insulin detemir or one
of its excipients.

Hypoglycemia is the most common
adverse effect of all insulin therapies,
including Levemir®. As with other
insulins, the timing of hypoglycemic
events may differ among various
insulin  preparations.  Glucose
monitoring is recommended for all
patients with diabetes. Levemir® is not
to be used in insulin infusion pumps.
Any change of insulin dose should
be made cautiously and only under
medical supervision. Concomitant
oral antidiabetes treatment may
require adjustment.

Inadequate dosing or discontinuation
of treatment may lead to hyperglycemia
and, in patients with type 1 diabetes,
diabetic ketoacidosis. Levemir® should
not be diluted or mixed with any
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other insulin preparations. Insulin
may cause sodium retention and
edema, particularly if previously poor
metabolic ~control is  improved by
intensified insulin therapy. Dose and
timing of administration may need to
be adjusted to reduce the risk of
hypoglycemia in  patients  being
switched to Levemir® from other
intermediate  or long-acting  insulin
preparations. The dose of Levemir®
may need to be adjusted in patients
with renal or hepatic impairment.

Other adverse events commonly
associated with insulin therapy may
include injection site reactions (on
average, 3% to 4% of patients in
clinical trials) such as lipodystrophy,
redness, pain, itching, hives, swelling,
and inflammation.

*Whether these observed differences
represent true differences in the effects
of Levemir®, NPH insulin, and insulin
glargine is not known, since these trials
were not blinded and the protocols
(eg, diet and exercise instructions
and monitoring) were not speifically
directed at exploring hypotheses related
to weight effects of the treatments
compared. The clinical significance of
the observed differences in weight has
not been established.
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For your patients with type 2 diabetes,
start once-daily Levemir®

Levemir® helps patients with diabetes achieve
their A1C goal.?3
e 24-hour action at a once-daily dose*>
 Provides consistent insulin absorption
and action, day after day*®”’
e Less weight gain®*

To access complimentary e-learning programs,

visit novomedlink.com/Levemir
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