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 Novel H1N1 Flu: Background on the Situation A Pandemic Is Novel H1N1 Flu: Background on the Situation A Pandemic Is 
Declared On June 11, 2009, the World Health Organization Declared On June 11, 2009, the World Health Organization 
(WHO) signaled that a global pandemic of novel influenza A (WHO) signaled that a global pandemic of novel influenza A 
(H1N1) was underway by raising the worldwide pandemic alert (H1N1) was underway by raising the worldwide pandemic alert 
level to Phase 6level to Phase 6. This action was a reflection of the spread of the 
new H1N1 virus, not the severity of illness caused by the virus. 
At the time, more than 70 countries had reported cases of novel At the time, more than 70 countries had reported cases of novel 
influenza A (H1N1) infection and there were ongoing influenza A (H1N1) infection and there were ongoing 
community level outbreaks of novel H1N1 in multiple parts of community level outbreaks of novel H1N1 in multiple parts of 
the world.Since the WHO declaration of a pandemic, the new the world.Since the WHO declaration of a pandemic, the new 
H1N1 virus has continued to spread, with the number of H1N1 virus has continued to spread, with the number of 
countries reporting cases of novel H1N1 nearly doubling……..countries reporting cases of novel H1N1 nearly doubling……..
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Vaccination is the most effective means of preventing 
influenza-associated morbidity and mortality. Because previous 
seasonal vaccinations do not appear to confer protection against 2009
 H1N1, new vaccines have been licensed and are available. 
The manufacturing and licensure process for this vaccine was 
based on the same standards as the seasonal influenza vaccines. 
The vaccine is based on the A/California/07/2009 (H1N1) strain and is
 available in both live-attenuated and inactivated formulations. 
Given the prior broad H1N1 infection experience in the population, a 
single dose is adequate for those older than 9 years. 
With a single administration of the 2009 H1N1 vaccine, a 
robust immune response was seen in 80% to 96% of adults
 aged 18 to 64 years and in 56% to 80% of adults aged 65 years or older. 
Children younger than 10 years will require 2 administrations of the vaccine 
separated by at least 21 days. Although clinicians are advised to start providing 
the 2009-2010 seasonal vaccine as soon as it becomes available, some patients will
 likely present for vaccination for both seasonal and 2009 H1N1 influenza.

Mayo Clin Proc.•January 2010;85(1):64-76 
•doi:10.4065/mcp.2009.0588•  www.mayoclinicproceedings.com13



FUTURE CONSIDERATIONS
Influenza activity in the southern hemisphere can be informative regarding the impact 
of 2009 H1N1 in the months ahead. Reports from Peru indicate that 8381 cases were 
confirmed between May 9, 2009, and September 27, 2009, with 137 confirmed 
influenza-related deaths. This translated to an estimated case fatality rate of 1.71% 
based on confirmed cases. Because the number of confirmed cases is undoubtedly 
lower than actual, this estimated case fatality rate is likely higher than actual. By 
comparison, the crude case fatality rate of the 1918 influenza pandemic is estimated 
to have been greater than 2.5%.
The basic reproduction number (R0), used to define the average number of 
secondary cases generated in a susceptible population from 1 primary case, was 
estimated to be between 1.2 and 1.7, consistent with other reports. If the R0 is 
greater than 1, a pandemic can occur; however, when R0 is less than 1, a pandemic 
will not occur. By comparison, the R0 of the 1918 virus was estimated to have 
exceeded 1.3 and may have approached 3.1

Mayo Clin Proc.•January 2010;85(1):64-76 
•doi:10.4065/mcp.2009.0588•  www.mayoclinicproceedings.com14
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In early studies, the immunogenicity and safety of the 2009 H1N1 
vaccine have been similar to the seasonal influenza vaccine. Concerns 
regarding the risk of Guillain- Barré syndrome (GBS) after influenza 
vaccination have been raised. These concerns stem from the 
suspension of the 1976 H1N1 National Influenza Immunization Program 
because of reports of vaccine-related GBS. Subsequent analysis 
estimated an attributable risk of developing vaccine-related GBS from 
the 1976 H1N1 vaccine at just less than 1 per 100,000 persons in the 
adult population. Studies have been unable to show a consistent 
association between GBS and influenza vaccination, and studies 
suggest a higher risk of GBS from influenza itself rather than from 
the vaccine. Patients should be advised that adverse effects from the 
2009 H1N1 vaccine are expected to be similar to those of the seasonal 
vaccine and notably involve the possibility of self-limited tenderness at 
the injection site of the inactivated vaccine and nasal congestion, 
rhinorrhea, or cough with the live-attenuated vaccine.

Sindrome Guillain Barré e vaccino H1N1
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Defining the safety profile of pandemic influenza vaccines
Although the current pandemic is considered moderate in terms of overall severity, 
the influenza A H1N1 2009 virus causes an average 6–14 deaths per 1 000 000
Population. Moreover, certain severe disease patterns of the influenza A H1N1 2009 
virus are distinct from seasonal influenza viruses. The ongoing worldwide safety 
evaluation of pandemic H1N1 vaccines is unprecedented and will provide the most 
documented safety profile of any vaccine in history. The available data show that 
pandemic H1N1 vaccines are immunogenic and have an acceptable safety profile.
 They provide an important public health tool to minimise further harm from the virus.

.*Dina Pfeifer, Claudia Alfonso, David Wood Quality, Safety and Standards,
 Department of Immunization, Vaccines and Biologicals, 
WHO, Geneva, Switzerland pfeiferd@who.int
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Conclusions: Viewed statistically, mortality in this pandemic compares favourably 
with 20th century influenza pandemics. A lower population impact than previous 
pandemics, however, is not a justification for public health inaction. Our data 
support the priority vaccination of high risk groups. We observed delayed antiviral 
use in most fatal cases, which suggests an opportunity to reduce deaths by 
making timely antiviral treatment available, although the lack of a control group 
limits the ability to extrapolate from this observation. Given that a substantial 
minority of deaths occur in previously healthy people, there is a case for 
extending the vaccination programme and for continuing to make early 
antiviral treatment widely available.
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Fabrizio Pregliasco epidemiologo Fabrizio Pregliasco epidemiologo 
Università di MilanoUniversità di Milano

 Fabrizio Pregliasco, epidemiologo dell’Università di Fabrizio Pregliasco, epidemiologo dell’Università di 
Milano, ha descritto l’impotenza umana  nella capacità di Milano, ha descritto l’impotenza umana  nella capacità di 
predire l’esordio di una PANDEMIA con una metafora: predire l’esordio di una PANDEMIA con una metafora: 
«Siamo come le galline che ogni mattina aspettano il «Siamo come le galline che ogni mattina aspettano il 
mangime e non capiscono perché, all’improvviso, un mangime e non capiscono perché, all’improvviso, un 
brutto giorno, l’allevatore invece di portare da mangiare brutto giorno, l’allevatore invece di portare da mangiare 
tira loro il collo»tira loro il collo»
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