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COMMENTARY

B1O0SURVEILLANCE CAPABILITY REQUIREMENTS
FOR THE GLOBAL HEALTH SECURITY AGENDA:
Lessons FROM THE 2009 HIN1 PANDEMIC

Michael A. Stoto

The biosurveillance capabilities needed to rapidly detect and characterize emerging biological threats are an essential part of
the Global Health Security Agenda (GHSA). The analyses of the global public health system’s functioning during the 2009
HINTI pandemic suggest that while capacities such as those identified in the GHSA are essential building blocks, the global
biosurveillance system must possess 3 critical capabilities: (1) the ability to detect outbreaks and determine whether they are
of significant global concern, (2) the ability to describe the epidemiologic characteristics of the pathogen responsible, and (3)
the ability to track the pathogen’s spread through national populations and around the world and to measure the impact of
control strategies. The GHSA capacities—laboratory and diagnostic capacity, reporting networks, and so on—were es-
sential in 2009 and surely will be in future events. But the 2009 HINT1 experience reminds us that it is not just detection but
epidemiologic characterization that is necessary. Similarly, real-time biosurveillance systems are important, but as the 2009
HINI1 experience shows, they may contain inaccurate information about epidemiologic risks. Rather, the ability of scientists
in Mexico, the United States, and other countries to make sense of the emerging laboratory and epidemiologic information
that was critical—an example of global social capital—enabled an effective global response. Thus, to ensure thatit is meeting

its goals, the GHSA must track capabilities as well as capacities.

HE BIOSURVEILLANCE CAPABILITIES NEEDED TO rapidly

detect and characterize emerging biological threats are
a central—and indeed essential—part of the Global Health
Security Agenda (GHSA) that was announced in February
2014." As noted by Inglesby and Fischer, timely public
health surveillance requires that clinicians and health ofh-
cials recognize cases of emerging diseases and report events
in time to alert their own governments, which, in turn,
must inform the World Health Organization (WHO) and
the global community.” To this end, under the heading of

“Detect Threats Early,” the GHSA objectives include the
development and strengthening of diagnostic and labora-
tory systems as well as global networks for sharing bio-
surveillance information and training and deploying a
workforce to ensure the effective functioning of these sys-
tems.” The specific action steps describing initiatives to
build the capacity needed to accomplish this include:

* Launching, strengthening and linking global net-
works for real-time biosurveillance: Promote the
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establishment of monitoring systems that can predict
and identify infectious disease threats; interoperable,
networked information-sharing platforms and bioin-
formatic systems; and networks that link to regional
disease detection hubs.

e Strengthening the global norm of rapid, transparent
reporting and sample sharing in the event of health
emergencies of international concern: Strengthen cap-
abilities for accurate and transparent reporting to the
WHO, OIE [World Organisation for Animal Health],
and the FAO [Food and Agriculture Organization of the
United Nations] during emergencies, with rapid sample
and reagent sharing between countries and international
organizations.

* Developing and deploying novel diagnostics and
strengthen laboratory systems: Strengthen country
and regional capacity at the point-of-care and point-
of-need to enable accurate, timely collection and
analysis of information, and laboratory systems capa-
ble of safely and accurately detecting all major dan-
gerous pathogens with minimal biorisk.

* Training and deploying an effective biosurveillance
workforce: Build capacity for trained and functioning
biosurveillance workforce, with trained disease detec-
tives and laboratory scientists.' "

Clearly, these capacities are necessary elements of an ef-
fective global biosurveillance system. But are they sufficient?
Precisely what must this system be capable of achieving?
How well do current systems meet the GHSA’s objectives?
How will we know whether we have made progress and are
prepared for the next pandemic?

To address such questions, this commentary reviews
a series of analyses of the global public health system’s
functioning during the 2009 HIN1 pandemic. These an-
alyses suggest that while capacities such as those identified in
the GHSA are essential building blocks, the global bio-
surveillance system must possess 3 critical capabilities: (1)
the ability to detect outbreaks and determine whether they
are of significant global concern, (2) the ability to describe
the epidemiologic characteristics of the pathogen respon-
sible, and (3) the ability to track the pathogen’s spread
through national populations and around the world and to
measure the impact of control strategies.

OuTBREAK DETECTION

Detecting an outbreak as quickly as possible enables an
earlier and more effective public health response. Zhang
and colleagues’” analysis of efforts in Mexico and the United
States to detect the 2009 HIN1 outbreak suggests that
investments in surveillance systems made a major differ-
ence, enabling a quicker response than would have been
possible a decade earlier.” These investments include labo-
ratory capacity enhancements in the United States, Mexico,
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and Canada as well as arrangements that enabled collabo-
ration among the 3 countries. Perhaps more important
were developments in global notification systems—also
known as event-based surveillance—such as the Global
Public Health Intelligence Network (GPHIN), ProMED
Mail, and HealthMap, which enabled Mexican officials to
“connect the dots” to realize that outbreaks that they were
aware of throughout the country were all manifestations of
the pandemic virus (pH1N1) that had just been isolated in
2 California children. The expectations set up by the 2005
International Health Regulations*—that countries would
report a potential “public health emergency of international
concern” (PHEIC)—were also important.3

This same analysis showed that syndromic surveillance
played an important role in detecting the pH1N1outbreak,
but a different one than is commonly used to justify these
systems. Syndromic surveillance systems collect and analyze
statistical data on health trends—such as symptoms reported
by people seeking care in emergency departments or other
healthcare settings, or even sales of prescription or over-the-
counter flu medicines or web searches—and are typically
used to detect outbreaks before conventional surveillance
systems to enable a rapid public health response.” Because
pHIN1 emerged in the winter, there were too few cases to be
detected against the background of the normal flu season.
However, once Mexican public health authorities became
aware of severe respiratory illness cases, syndromic surveil-
lance systems provided positive confirmation that the virus
had spread widely throughout Mexico.”

Despite this generally good performance, there was a pe-
riod of 1 to 2 weeks in April 2009 when Mexican authorities
were aware of an unusual pattern of disease outbreaks in
different parts of the country (events that were reported
globally through GPHIN, ProMED Mail, and HealthMap)
but didn’t understand the full implications of the evidence.
In particular, the point at which it becomes clear that some-
thing is a public health emergency of international concern is
often not very distinct. The IHRs require countries to reporta
public health emergency of international concern “within 24
hours of assessment of the public health information by the
national authority.”* Judging that an event must be reported
requires a number of complicated assessments, including: (1)
Is the pathogen a new subtype of human influenza or another
pathogen listed in the IHR Annex 2? (2) Is the public health
impact serious? (3) Is the event unusual or unexpected? and
(4) Is there a significant risk of international spread? In 2009,
the Center for Disease Control and Prevention’s (CDC) re-
port of a new influenza strain in humans in the United States
helped Mexico answer the first question in the affirmative,
making the others redundant.

Going forward, it is important to recognize that even in
the best of circumstances, some period of uncertainty of this
sort is to be expected and planned for. A more nuanced
process that recognizes the inherent uncertainty is necessary.
For instance, while Annex 2 governs when countries must
report potential public health emergencies of international
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concern, the WHO Director General (with appropriate
scientific advice) makes the final determination about
whether an event is a public health emergency of interna-
tional concern. In addition to obtaining and analyzing virus
samples, this will generally require efforts to obtain more
information about the pathogen’s epidemiologic charac-
teristics, as addressed in the following section.

EripEMIC CHARACTERIZATION

Once a new pathogen is identified, it must be characterized
in order to develop testing kits and surveillance procedures,
to create and manufacture a vaccine and set policies for its
use, and to guide interventions such as infection control
policies, social distancing, and quarantine. In 2009, the
enhanced laboratory capacity just discussed led to the rapid
characterization of the pH1N virus itself, development of a
vaccine, PCR testing kits, and so on.

On the other hand, pHINT’s epidemiologic charac-
teristics were harder to identify. This includes disease
incidence and rates of change of incidence, severity of in-
fection, and risks to specific population groups. Estimates
of these quantities inform decisions about control measures
as well as resource procurement and allocation. They also
affect public perceptions of illness severity and risk, which
influence the willingness of people to comply with control
measures.’

As is often the case, under-ascertainment of infected in-
dividuals with less severe cases led to an initial overestimate of
case fatality rate and the mischaracterization of the virus’s
“severity.”®® Early evidence from Mexico, based on an ob-
servational study of hospitalized patients, suggested that 6.5%
were critically ill and 41% of these died.”'® And although
epidemiologists understand this phenomenon, policymakers
and the public understandably find such figures—especially
“41% of these died,” taken out of context to make the
point—quite alarming. Confusion about the case fatality rate
was compounded by differences in whether “severity” referred
to virulence or ability to spread globally, the basis for the
WHO’s pandemic phase classification in force at that time.
This led to public confusion about exactly what the WHO
meant by a pandemic and complicated decisions about re-
sponse logistics that depend on both spread and severity.'

One of the most commonly held perceptions about
pHINT is that children and young adults were at especially
“high risk.” While children were more likely to become
infected with pHIN1 than with seasonal influenza, the case
fatality and hospitalization rates among those infected were
lower than in the elderly. An alternative explanation is that
early concerns about children being “at risk” led to sur-
veillance biases that inflated the reported numbers of cases
and deaths in children. In addition, evidence of preexisting
immunity in older people led to surveillance biases deflat-
ing reported numbers of cases and deaths in the elderly.
While there is no “gold standard” evidence about the actual
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numbers of cases and deaths, the evidence suggests that
these biases are due in part to surveillance systems that are
dependent on patients’ decisions to seek care and pro-
viders’ actions to report cases they see. This problem is
complicated by a failure to understand the distinction
between the risk of infection and of having a severe
case requiring hospitalization or leading to death. While
epidemiologists understood this and were aware of the
age biases in the surveillance data, these distinctions may
have been lost on policymakers and the public. Mis-
characterization of who was “at risk” could have led to
vaccine priorities focused on children rather than the
elderly (who might have benefited more) and school
closing policies that were less than optimal.'’

The 2009 HIN1 experience reminds us that uncertainty
is inherent in infectious disease outbreaks, especially those
involving emerging pathogens, so it should be expected and
planned for.® Once the virus was identified, it was months
before its epidemiologic characteristics were understood.
For instance, the case-fatality rate is a key measure of the
severity of a pandemic, but getting a handle on it requires
precise estimates of how many people have been infected. It
was not until about September 2009—>5 months into the
pandemic—that epidemiologists began to get such data.'?
Many emergency preparedness professionals, however, still
think in terms of single cases triggering a response in hours
or at most days, and this thinking is reflected in key public
health preparedness documents. While this might be ap-
propriate for smallpox or inhalational anthrax, it is not
appropriate for pandemic influenza and many other path-
ogens.

More broadly, the recognition that the emergence of
the pandemic HINI virus was characterized by uncer-
tainty, which took weeks to months to resolve, means that it
is important to expect and plan for uncertainty in preparing
for the emergence of a new pathogen. In particular, because
some future public health emergencies may be more like
2009 HINT1 than the acute events on which many planning
assumptions are based, plans should be developed for sit-
uations that emerge over extended periods of time and
are characterized by uncertainty. Rather than outbreak
detection per se, the challenge is to determine whether the
outbreak is a public health emergency of international
concern and determine its epidemiologic characteristics. In
this context, the first evidence of an outbreak should initiate
efforts to learn more about the pathogen’s characteristics
rather than triggering disproportionate control measures
based on worst-case scenarios.> The risk management
approach in WHO’s new pandemic influenza guidance is
one example.'* Previously, pandemic influenza viruses were
assumed to be highly virulent, and pandemic stages were
defined in terms of spread of the virus in the population
and between countries and regions. The new approach
includes only 4 phases, defined in terms of both global
spread and a risk assessment based on virologic, epidemi-
ologic, and clinical data.
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SITUATIONAL AWARENESS

Once an outbreak has been identified and the pathogen
characterized, surveillance systems are needed to track its
spread through the population, including geographically.
This is important “situational awareness” information
needed to monitor the effectiveness of disease control
policies and interventions and enable planning for health
services, among other things.

Despite the many surveillance systems that had been set
up in recent years, more needed to be developed during the
pandemic to get additional data on priority populations
such as children (eg, hospitalizations, school absenteeism
surveillance) and to inform local decision making. Many of
the new systems that were developed before and during the
pandemic, including Google Flu Trends, social media, and
other “big data” approaches, focus on prediagnostic data.
Indeed, the 2009 HINT1 experience provides a test of the
hypothesis that these systems might be better at providing
situational awareness than at outbreak detection.'”

As with the case fatality rate and risk group character-
ization, however, the evidence suggests that all of these
systems are dependent on patients’ and providers’ decisions.
Outpatient, hospital-based, and emergency department
surveillance systems, for instance, all rely on individuals
presenting themselves to healthcare facilities, and these
decisions are based in part on their interpretations of their
symptoms. Similarly, virologic surveillance and systems
based on laboratory confirmations depend on physicians
deciding to send specimens for testing. Even the number of
Google searches and self-reports of influenzalike illness can
be influenced by individuals’ interpretation of the serious-
ness of their symptoms.

Every element of this decision-making process is po-
tentially influenced by the informational and policy envi-
ronment (eg, media coverage, current case definitions and
practice recommendations, implementation of active sur-
veillance), processing and reacting to the information on
an individual level (eg, healthcare secker’s self-assessment
of risk, incentives for secking medical attention and self-
isolation, healthcare provider’s ordering of laboratory tests),
and technical barriers (eg, communication infrastructure
for data exchange, laboratory capacity). And all of these
decisions are potentially influenced by what these people
know and think, both of which change during the course of
an outbreak. Recognizing the possibility of these biases but
not knowing the full extent of their impact adds to the
uncertainty that characterizes public health emergencies.''

The 2009 HIN1 experience shows how global bio-
surveillance systems are overly dependent on case-based
surveillance methods that are subject to information
environment-related reporting biases as well as artifactual
differences due to changes in surveillance and other policies.
Population-based surveillance methods are needed to address
this deficiency. Lipsitch and colleagues, for instance, have
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suggested identifying well-defined population cohorts at
high risk for pH1N1 infection and ensuring that everyone
in that group is tested to avoid biases due to physician
decisions about who should be tested.'® Ultimately, pop-
ulation-based seroprevalence surveys are crucial to making
informed policy decisions. Seroprevalence surveys like
those deployed in the United Kingdom'’ and Hong
Kong'® would provide the least biased data on who is at risk
for infection as well as temporal and geographic patterns.

IMPLICATIONS FOR THE FUTURE

To apply the lessons of the 2009 HIN1 pandemic, it helps
to return to the notion of capacities and capabilities and
emphasize the distinction between the 2 in this particular
context. Capacities represent the resources—infrastructure,
policies and procedures, response mechanisms, knowl-
edgeable and trained personnel—that a public health sys-
tem has to draw upon. These include legal, economic, and
operational dimensions'” as well as “social capital,” the
intangible partnership and informal relationships between
individuals and organizations that research shows are crit-
ical to effective emergency operations and community re-
silience.* Capacities are necessary but not sufficient to
ensure a system’s effective functioning.

Capabilities, on the other hand, describe the actions a
public health system is capable of taking to effectively
identify, characterize, and respond to emergencies: sur-
veillance, epidemiologic investigations, disease prevention
and mitigation, surge capacity for healthcare services, risk
communication to the public, and coordination of system
responses through an effective incident management sys-
tem. This analysis of the global public health system’s re-
sponse to the 2009 HINI pandemic suggests that the
global biosurveillance system must possess 2 critical cap-
abilities: (1) the ability to not only detect outbreaks, but
also to characterize the pathogen and its epidemiologic
characteristics; and (2) the ability to provide accurate sit-
uational awareness about the pathogen’s spread through
national populations and around the world and to measure
the impact of control strategies. Both must operate despite
considerable scientific uncertainty.

The GHSA “Detect Threats Early” objective is stated in
general terms as a capability for “detecting, characterizing,
and transparently reporting emerging biological threats
carly through real-time biosurveillance,” *? but the specific
action steps describe initiatives to build the capacity needed
to accomplish this: launching, strengthening, and linking
global networks for real-time biosurveillance; strengthen-
ing accurate and transparent reporting; developing and
deploying novel diagnostics and strengthening labora-
tory systems; and training and deploying an effective bio-
surveillance workforce.'

As capacities, these objectives address most of the issues
raised by experience with 2009 HIN1 and other public
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health emergencies. One issue that is not addressed, how-
ever, is the ability of real-time biosurveillance systems to
provide accurate estimates of disease spread and severity.
Consideration should be given to developing the capacity
for seroprevalance surveys as discussed above.

It is hard to deny the relevance of laboratory and diagnostic
capacity to detecting emerging disease outbreaks. Similarly,
reporting networks (another capacity) were essential in 2009
and surely will be in future events. But the 2009 HIN1
experience reminds us that not just detection but also epi-
demiologic characterization is necessary. Real-time bio-
surveillance systems are important, but as the 2009 HIN1
experience shows, they may contain inaccurate information
about epidemiologic risks. Rather, the ability of scientists in
Mexico, the United States, and other countries to make sense
of the emerging laboratory and epidemiologic informa-
tion that was critical—an example of global social capital—
enabled an effective global response. Thus, to ensure that it is
meeting its goals, the Global Health Security Agenda must
track not only capacities (eg, laboratory, reporting networks)
but also capabilities such as the ability to consolidate and
make sense of rapidly emerging information.

Capacities are generally easier to measure; one can count
the number of countries that have laboratories that meet
international standards, the number of epidemiologists,
and so on. Indeed, this is the approach taken by the United
States’ progress measures.” However, there is often little
credible evidence that having these capacities, individually
or in combination, ensures the desired outcome.”' As a
result, capacity measures do not adequately represent how
well a complex public health system will perform during an
actual emergency.”

Capabilities, on the other hand, are latent characteristics
of the public health emergency preparedness system that
are best measured and assessed in realistic exercises and
when the public health system responds to an emergency, as
it did in 2009.**%* To enable organizational learning, the
capabilities must be defined at a high enough level so that
lessons learned in one example can be transferred to similar
situations and in future emergencies. To systematically
learn from actual incidents, Piltch-Loeb and colleagues
have proposed a public health emergency preparedness
critical incident registry that fosters in-depth analyses of
individual incidents and provides incentives to share results
with others working in similar contexts and for cross-inci-
dent analysis.** For comparative purposes, registry reports
would address specific public health emergency prepared-
ness capabilities and could be a platform for a structured
set of performance measures. When the focus is on quality
improvement and on complex public health emergency
preparedness systems rather than their components or in-
dividuals, qualitative assessment of the system capabilities
of public health systems can be more useful than quanti-
tative metrics.”* Ensuring that such assessments are rigor-
ous can be challenging, but a well-established body of social
science methods provides a useful approach.”
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