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BACKGROUND
After the introduction of an inactivated intranasal influenza vaccine that was used only

in Switzerland, 46 cases of Bell’s palsy were reported.

METHODS

We conducted a matched case~control study and a case-series analysis. All primary
care physicians, ear, nose, and throat specialists, and neurologists in G erman-speak-
ing regions of Switzerland were requested to identify cases of Bell's palsy diagnosed in
adults between October 1, 2000, and April 30, 2001. Each physician was invited to se-
lect three control patients for each patientwith Bell’s palsy, with matching according to
age, date of the clinic visit, and physician. Vaccination information was provided by the
physicians.

RESBULTS

Atotal of 773 patients with Bell’s palsy were identified. Of the 412 (53.3 percent) who
could be evaluated, 250 (60.7 percent) were enrolled and matched with 722 control pa-
tients; the other 162 patients had no controls. In the case—control study, we found that
68 patients with Bell's palsy (27.2 percent) and 8 controls (1.1 percent) had received the
intranasal vaccine (P<0.001). In contrast to parenteral vaccines, the intranasal vaccine
significandy increased the risk of Bell's palsy (adjusted odds ratio, 84.0; 95 percentcon-
fidence interval, 20.1 to 351.9). Even according to conservative assumptions, the rela-
tive risk of Bell’s palsy was estimated to be 19 times the risk in the controls, corre-
sponding to 13 excess cases per 10,000 vaccinees within 1 to 91 days after vaccination.
In the case-series analysis, the period of highest risk was 31 to 60 days aftervaccination.

CONCLUSIONS

This study suggests a strong association between the inactivated intranasal influenza
vaccine used in Switzerland and Bell’s palsy. This vaccine s no longerin cl inical use.
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BACKGROUND

Recently, the Food and Drug Administration {FDA) issued an advisory stating that atyp-
ical antipsychotic medications increase mortality among elderly patienes. H owever, the
advisory did not apply to conventional antipsychotic medications; the risk of death
with these older agents is not known,

METHODS
We eonducted a retrospective cohort study involving 22,890 patients 65 years ofage or
olderwho had drug insurance benefirs in Pennsylvaniaand who began receiving a con-
ventional or atypical antipsychotic medication between 1994 and 2003. Analyses of mor-
tality rates and Cox proportional-hazards models were used to compare the risk of death
within 180 days, less than 40 days, 40 to 79 days, and 80 to 180 days after the initiation
of therapy with an antipsychotic medication. We controlled For potential confounding
variables with the nse of traditional multivariate Cox models, propensity-score adjust-
ments, and an insrumental-variable analysis.

RESULTS _
Conventional antipsychotic medications were associated with a significantly higher ad-
justed risk of death than were atypical antipsychotic medications at all intervals studied
(<180 days: relarive risk, 1.37; 95 percent confidence interval, 1.27 to 1.49; <40 days:
relative risk, 1.56; 95 percent confidence interval, 1.37 to 1.78; 40 to 79 days: relative ri sk,
1.37;95 percent confidence interval, 1.19 10 1.59%;and 80 to 180 days: relative risk, 1.27;
95 percent confidence interval, 1.14 to 1.41) and in all subgroups defined according to
the presence or absence of dementia or nursing home residency. The greatest increases
in risk occurred soon after therapy was initiated and with higher dosages of convention-
al antipsychotic medications. Increased risks associated with conventional as compared
with atypical antipsychotic medications persisted in confirmatory analyses performed
with the use of propensity-score adjustment and instrumental-variable estimation.

. CONCLUSIONS

If confirmed, these results suggest that conventional antipsychotic medications are at
least as likely as atypical agents to increasethe risk of death among elderly persons and
that conventional drugs should not be used to replace atypical agents discontinued in
tesponse to the FDA warning. |
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