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INTRODUCTION
Infectious diseases have the capacity to cause extensive loss of life and human suffering.
Throughout history, the movement of people for travel, migration, conflict, and trade has
served as a conduit for the spread of infectious diseases. Over the past two centuries, the scale
and speed of international travel and trade has rapidly increased, propelling the spread of
disease between human populations and across borders. The development of international law
to address cross-border health threats has paralleled these shifts, however a significant gap
exists. There is currently no comprehensive international legal regime that governs the global
sharing of human pathogen samples from a public health perspective.

The rapid and comprehensive sharing of pathogens is crucial at all stages of preventing,
detecting, and responding to disease outbreaks. Pathogen samples are used to identify the
cause, source, and spread of an outbreak, and in the development and testing of diagnostics,
vaccines, and treatments. Samples are requisite for producing genetic sequence data, enabling
detailed risk assessments, informing response activities, and increasingly, in the development
of countermeasures. Pathogens are largely shared between scientists on an ad hoc basis,
through both informal and formal networks of researchers, and potentially onwards to
pharmaceutical manufacturers for the development of vaccines and diagnostics. While these
transfers are sometimes subject to formal bilateral transfer agreements between the provider
and recipient, historically pathogen sharing has typically occurred without the consent of the
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country where the sample originated or without a method of sharing the benefits that arise
from the use of the sample, particularly during outbreaks.

International legal scholars have previously highlighted the absence of a comprehensive
international legal regime for pathogen sharing following outbreaks, raising concerns over the
absence of an obligation on States to ensure access to pathogen samples for global public
health, as well as issues of equity and justice arising from the lack of formalized benefit
sharing.1 These concerns were realized in 2007, when Indonesia ceased sharing influenza
virus samples of a virulent strain identified as a possible precursor to a human influenza
pandemic. Indonesia asserted sovereignty over the virus, citing provisions of the Convention
on Biological Diversity (CBD) that recognize Parties’ sovereignty in determining access to
genetic resources.2 Furthermore, Indonesia argued that the use of samples without Indonesia’s
express consent and failure to share benefits arising from the use of samples (in particular,
affordable access to vaccines developed from the samples) was inequitable and unjust. This
situation led the World Health Assembly (WHA) – the decision-making body of the World
Health Organization (WHO) – adopting the Pandemic Influenza Preparedness (PIP)
Framework in 2011. The PIP Framework is a non-binding instrument establishing a
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specialized regime for sharing human pandemic influenza virus samples on equal footing with
the equitable sharing of the benefits that arise from their use, including vaccines and antivirals.
However, as the PIP Framework only applies to the sharing of pandemic influenza samples,
and the WHA has not adopted any similar regime for non-pandemic influenza pathogens, this
gap in the law persists, risking that a similar situation to that in Indonesia may arise with
respect to other infectious diseases.

Separately, recent developments in a different field of international law have accelerated the
urgency of the adoption of an international legal instrument for pathogen sharing and equity
from a global health perspective. In 2014, the Nagoya Protocol on Access to Genetic
Resources and the Fair and Equitable Sharing of Benefits Arising from their Utilization
(Nagoya Protocol), entered into force.3 The Nagoya Protocol is a legally binding protocol to
the CBD and establishes the scope of requirements Parties may implement for persons seeking
access to their genetic resources, including prior informed consent of the country of origin
and negotiation of mutually agreed terms, including the equitable sharing of benefits arising
from the use of genetic resources. Parties chose not to expressly include or exclude pathogens
within the text of the agreement, leaving the legal determination open to Parties in their
domestic implementing legislation. In addition, where a specific genetic resource is covered
by a specialized instrument with access and benefit sharing procedures that are consistent with
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the objectives of the Nagoya Protocol, the protocol will not apply to that genetic resource.
There are still outstanding legal questions about the Nagoya Protocol and pathogens, including
whether the PIP Framework may satisfy the requirements for a specialized instrument and
how this designation is determined so as to exclude the genetic resource from the protocol’s
scope. Further, even if the PIP Framework is deemed a specialized instrument, there is still no
equivalent specialized instrument for non-influenza pathogens. As Parties implement the
Nagoya Protocol domestically, with varying approaches to the inclusion of pathogens under
domestic law, there is legal uncertainty and inconsistency that risks delays and disruption of
pathogen sharing and inconsistent benefits sharing. In some cases, this may require timeconsuming legal research and the potential negotiation of terms required for each jurisdiction
and each transfer. Continued prevacation on these issues will likely lead to increasing
deference to the Nagoya Protocol in the governance of pathogen-sharing, undermining the
ability of the global community to quickly and effectively respond to potential pandemic and
other disease outbreaks. There is now a short window of opportunity in which WHO Member
States can develop a multilateral specialized instrument that not only meets the access and
benefit sharing objectives of the Nagoya Protocol, but that is also tailored for the unique
challenges of global health security and justice.

In addition to the immediate and practical implications, for international legal scholars these
issues exemplify how the fragmentation of international law, and interactions between fields
or specialized regimes, can positively contribute to the broader progressive development of
international law. As a feature of the international legal system, fragmentation is an element
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of the dialectic process and the “refinement of international law”, where “diversity, conflict
and even contradiction [is] a positive condition”4 provided such fragmentation can provide an
impetus for regimes to positively interact, rather than conflict. The assertion of institutional
authority on issues that overlap fields of international law may lead to regime collisions that
are politicized.5 This may result in persisting questions regarding the extent of institutional
authority over a matter, namely the scope of the powers granted to institutions by States Parties,
the extent of that consent, delimiting institutions’ express or implied powers, and whether
institutions have appropriate authority to resolve issues of conflicts between regimes. 6
However, the Nagoya Protocol provides a clear path forward for the WHA to assert
jurisdiction over genetic resources relevant to global public health through the development
of a specialized instrument. While general principles of international law provide for lex
specialis to address fragmentation and potential conflict between regimes, the Nagoya
Protocol expressly incorporates this principle subject to any specialized instrument remaining
consistent with its objectives. This provides a route preferable to strategic treaty conflicts or
persistence with the status quo and facilitates a coherent and plural system of international
law. Utilizing this provision provides a clear path forward that avoids the trappings of needing
to navigate potential interactions between regimes: not only a potentially simpler route but an
imperative to legislate given the division on this issue between WHO Member States who are
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INTERNATIONAL LAW (2011).

6

Party to the Nagoya Protocol and those that are not.

Part I of this article establishes why pathogen sharing is crucial to global public health,
demonstrating why it is not only appropriate but critical that global health actors are involved
in establishing the parameters for any international law governing access and benefits sharing.
Part II analyses the current fragmented international legal landscape for global pathogen
sharing and identifies areas of interaction or conflict. In Part III, I propose a way forward for
global public health and the governance challenges of regime interaction between global
health law and international environmental law; namely, that WHO Member States should
direct the WHO to rapidly develop an instrument for the sharing of human pathogens of
imminent or current public health emergencies to be adopted by the WHA, consistent with the
Nagoya Protocol so as to be recognized as a specialized instrument thereunder.

I.

THE PUBLIC HEALTH CASE FOR THE
GLOBAL SHARING OF PATHOGENS

Pathogens include viruses, bacteria, fungi, and other microorganisms that cause infectious
disease. Pathogens can cause illnesses in humans ranging from very mild to very severe
disease and may be transmitted to humans from the environment, from animals, and from
other humans. The severity of the illness caused, and its method of transmissibility, contribute
to the public health impact of a pathogen: from small outbreaks of known diseases that may
be easily prevented or treated, to pandemics caused by previously unknown diseases with no
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existing vaccine or treatment. Public health measures for preventing, detecting, and
responding to infectious disease outbreaks require the rapid and comprehensive sharing of the
pathogens that can cause these diseases.

A.

PATHOGEN SHARING FOR PREVENTION AND DETECTION

Preventing outbreaks requires continuous surveillance for new cases of a disease. Samples
taken from ill patients can confirm the presence of a known or previously unknown pathogen,
or a previously known pathogen that may have mutated or developed resistance to treatment.
In some countries, it may be possible for this assessment to be conducted at the local, regional,
or national level, requiring intra-national pathogen sharing procedures, governed by domestic
laws and policies. National level laboratories or academic institutions may be a part of
international laboratory networks that then share pathogen samples with other countries.
Where countries do not have the domestic capacity to do these analyses, or to do more
advanced testing such as genetic sequencing, pathogen samples need to be sent to specialized
regional or international laboratories. In low-resource countries experiencing outbreaks, the
collection and initial testing of samples may be conducted by emergency response teams from
other countries, who may then send the results or the samples back to their own country or
with other institutions that may or may not be part of a laboratory network. In addition to
enabling the detection of a pathogen, the information garnered from the sharing of pathogens
and these tests informs the development of risk assessments that are used to determine the
potential public health impact of a pathogen.
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B.

PATHOGEN SHARING FOR RESPONSE

The sharing of pathogens is also crucial for the development, testing, and manufacturing of
vaccines, treatments, and diagnostics necessary to respond to or prevent outbreaks. The
analysis of shared pathogens, including genetic sequencing, can assist in determining whether
the pathogen is sensitive to existing vaccines, treatments, or diagnostics. In addition, pathogen
samples form a crucial part of the development, manufacturing, and testing of new vaccines,
treatments, and diagnostics. The effectiveness of existing countermeasures may be
undermined by pathogen mutations (such as influenza which rapidly mutates and may result
in a potentially pandemic strain) or diseases that may develop resistance to such
countermeasures, requiring constant monitoring of, and response to, circulating strains.

C.

RAPID AND COMPREHENSIVE SHARING FOR PUBLIC HEALTH

Outbreak preparedness, detection, and response are all critical stages in ensuring global public
health security. Each stage relies on the rapid sharing of pathogen samples from the location
of a potential outbreak to scientific experts, whether national, regional, or international as the
case requires. Access to pathogen samples is crucial for the testing and tailoring of existing
treatments such as antivirals, vaccines, and diagnostics, or the development of completely new
countermeasures. In addition to the rapid sharing of pathogens, sharing must be
comprehensive: differentiating between outbreaks, matching and tracking strains, selecting
strains for vaccine development and conducting risk assessments all require sharing from
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multiple sources. Depending on the outbreak, this may be localized and compared to historical
geographic distributions, or it may global, requiring ongoing sharing of samples from multiple
countries around the world.

As a result of historical events and changing norms surrounding issues of equity and justice,
the current practical and international legal environment for sharing pathogens is highly
dependent on the pathogen involved. Influenza pathogens are typically shared within a
formalized, multilateral system known as the Global Influenza Surveillance and Response
System (GISRS): a WHO-coordinated network of laboratories around the world. While all
types of influenza pathogens are shared through GISRS, the sharing of influenza pathogens
with human pandemic potential are also shared in accordance with the PIP Framework
(described in greater detail in Part II below). The sharing of non-influenza pathogens typically
occurs through either a coordinated network of laboratories or on an ad hoc bilateral basis.
Each of these scenarios are described in turn below.

1.

Influenza Pathogens

Influenza is a dual-threat to global public health: influenza viruses continuously evolve,
resulting in slight changes to the circulating strains of seasonal influenza each year, requiring
new vaccines to match, and occasionally, resulting in the emergence of a completely new
influenza subtype with the potential to cause a pandemic. Seasonal influenza results in up to
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650,000 deaths each year,7 while pandemic influenza can have devastating impacts on global
public health. Over the past century, the world has experienced four influenza pandemics,
including the 1918 influenza pandemic which is estimated to have infected over half of the
world’s population and resulted in 50 million deaths.8

Given the rapid evolution of influenza, monitoring and responding to seasonal and pandemic
influenza is dependent on the constant sharing of and access to samples of circulating strains
of influenza virus. Since 1952, influenza viruses have been shared through GISRS. There are
four different designations given to laboratories that form part of the GISRS network: National
Influenza Centers (NICs), WHO Collaborating Centers (CCs), WHO Essential Regulatory
Laboratories, and WHO H5 Reference Laboratories. NICs serve as the central point for
collecting and analyzing influenza viruses in clinical samples or have been isolated from other
laboratories in the country and serve as a reference laboratory for their country. If an NIC
cannot identify a virus, it must send it immediately to a WHO CC or WHO H5 Reference
Laboratory. WHO CCs and WHO H5 Reference Laboratories each have the capacity to
conduct genetic sequencing, develop risk assessments, and more detailed testing to determine
the effectiveness of existing countermeasures against a given sample. Based on analyses of
circulating influenza strains, GISRS laboratories work closely with the WHO in its
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World Health Organization, Up to 650 000 people die of respiratory diseases linked to seasonal flu each
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development of recommendations for candidate vaccine viruses that are necessary for the
development of influenza vaccines.

As noted above, the sharing of seasonal influenza viruses through GISRS is governed by a
series of terms of reference, which set out the obligations and activities of GISRS laboratories.
While the sharing of influenza viruses of human pandemic potential are governed by a
separate regime, the PIP Framework, which sets out the parameters for the sharing of
pandemic influenza samples and information between GISRS laboratories, as well
establishing requirements for sharing outside of GISRS, such as to vaccine, antiviral, and
diagnostic manufacturers as well as other non-GISRS institutions.

2.

Non-influenza Pathogens

Beyond influenza, the vast majority of pathogens are shared on a bilateral, ad hoc basis. This
includes direct sharing between a provider (such as a public health laboratory) and a recipient
(such as a research institute) or through a formal or informal network of researchers and
institutions. In emerging infectious disease outbreaks, affected countries that do not have the
capacity to determine what a pathogen is, conduct more advanced analysis, or develop
countermeasures may share the pathogen bilaterally to a regional or international laboratory
that can conduct more advanced analyses (such as genetic sequencing). Historically, this
sharing has often occurred without the express consent of the country from where samples
originated, without the acknowledgement of the contributions of local scientists, and without
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an agreement with local institutions providing for the sharing of benefits arising from the use
of the pathogen.9 As awareness of equitable (and increasingly legal) requirements has grown,
these practices have been shifting, however recent outbreaks demonstrate the challenges and
delays resulting from negotiating bilateral agreements on an ad hoc basis when public health
necessitates not only prompt and rapid sharing of samples but also the equitable distribution
of potential benefits. During the 2014-2016 outbreak of Ebola in West Africa, samples of the
Ebola virus were shared internationally from affected countries on an ad hoc, bilateral basis.
In some cases, international research institutions were able to obtain Ebola virus samples
through bilateral material transfer agreements (MTAs) or through existing memoranda of
understanding (MOUs) with the national governments of affected countries. While there was
generally rapid and open sharing of Ebola virus samples early in the outbreak, sharing was
delayed in one country when there was a lack of clarity as to which government ministry had
jurisdiction to negotiate and permit the sharing of the samples.10 Other emerging infectious
diseases have been shared in a similar ad hoc, bilateral manner, leading to similar delays.
During the early stages of the outbreak of Zika virus in 2016, gaps in implementation of
Brazilian domestic law regulating the sharing of genetic resources prevented the sharing of
Zika samples out of the country, leaving overseas institutions to rely on older samples from

9

World Health Organization, Implementation of the Nagoya Protocol and Pathogen Sharing: Public
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before the outbreak or waiting for samples from returning travelers.11 In 2012, the sharing of
a Middle East Respiratory Syndrome coronavirus attracted international attention, when an
Egyptian doctor working in Saudi Arabia sent the samples to Erasmus Medical Center in the
Netherlands after the virus could not be identified. 12 Erasmus Medical Center reportedly
shared the pathogen onwards globally under bilateral MTAs. International researchers
criticized simply the use of MTAs, purportedly slowing down the response to the outbreak,
and Saudi Arabia regarded the onward sharing as an act of “biopiracy”, contrary to Saudi
Arabia’s sovereign rights to the virus. 13 These issues echo the critiques that lead to the
development of the PIP Framework for pandemic influenza. Emerging and reemerging
infectious diseases like Ebola, Zika, and MERS demonstrate the tension between the practical
need for rapid and comprehensive sharing (often to regional or international laboratories that
have the capacity to confirm the pathogen and conduct genetic analyses, as well as to
commercial parties to develop counter measures) and the absence of a pathogen-specific legal
regime that ensures the equitable sharing of benefits while avoiding the need to enter into
potentially lengthy negotiations for the signing of bilateral agreements with potentially high
transaction costs.

Known pathogens with a history of causing outbreaks are more likely to be shared in existing
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Maria Cheng et al., Few Zika samples are being shared by Brazil, STAT (Feb. 3, 2016), at
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networks of researchers and institutions, however this is typically still done on a bilateral basis
as the need arises. Historically, if MTAs or MOUs are used, the sharing of data, intellectual
property, vaccines, recognition in publications, or other benefits arising from the use of the
pathogen is largely inconsistent, if even addressed. The WHO identifies the Global Polio
Laboratory Network (GPLN) as the most comparable example to GISRS for non-influenza
pathogens. Established in 1990, the GPLN facilitates the multilateral sharing of poliovirus
samples and is comprised of 146 laboratories with the primary goal of diagnosing polio cases
for rapid detection and response.14 There are three tiers of laboratories in GPLN: the first tier
comprises subnational and national laboratories that are responsible for detection of poliovirus
in samples collected from possible cases; the second tier are regional reference laboratories
that receive samples from the first tier to confirm whether samples are wild type or vaccine
derived polio cases; and finally, a third tier of seven specialized international laboratories that
analyze wild type polio virus samples and monitor global polio virus transmission. Under the
GPLN, bilateral MTAs and MOUs are not used on an ad hoc basis, with all members of the
GPLN agreeing to share samples with each other. 15 In 2016, laboratories in the GPLN
processed more than 245,000 samples.16 Given the status quo with other known pathogens,
the GPLN provides a useful model of a global laboratory network for pathogen sharing.17
While the GPLN distributes vaccines to Member States that are unable to afford them, like
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Global Polio Laboratory Network, Report of the 23rd Informal Consultation of the Global Polio
Laboratory Network (GPLN), World Health Organization, 3, (2017).
15
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seasonal influenza within GISRS, the current model will need to be revised to take into
consideration the Nagoya Protocol (described in Part II below) unless a specialized instrument
is developed to capture pathogen sharing more broadly.

Whether through a bilateral or coordinated network, access to benefits arising from the use of
pathogens are rarely directly tied to the sharing of the pathogens. At most, bilateral MTAs or
MOUs may include the requirement that any publications or presentations arising from the
use of the samples appropriately acknowledge the contribution of the country providing the
pathogens, but do not generally include access to diagnostics, vaccines, and treatments. The
WHO notes that there is growing awareness of the importance of including benefits-sharing
provisions in MTAs or MOUs to access pathogens. 18 However, the international legal
environment, described below, is already impacting how pathogens are shared.19

II. INTERNATIONAL LAW AND PATHOGEN SHARING
There is currently no comprehensive international legal regime that governs the global sharing
of human pathogens from a public health perspective. International legal scholars have
highlighted public health and equity impacts of this governance gap following outbreaks of
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avian influenza, 20 Middle East Respiratory Syndrome, 21 and Ebola virus disease. 22 Until
recently, the absence of international law governing pathogen sharing was the case for all
infectious diseases. However, as this section examines there are now three pieces of
international law that impliedly or explicitly govern specific aspects of pathogen sharing: the
2005 International Health Regulations, the 2011 PIP Framework, and the 2010 Nagoya
Protocol. The interplay between these three instruments highlights the gaps and uncertainty
of the current international legal system in ensuring the rapid and comprehensive sharing of
pathogens, and the fair and equitable distribution of the benefits arising from their use.

In 2005, WHO Member States adopted the revised International Health Regulations (IHR),
which include a legally binding obligation that States Parties share “public health information”
about potential public health emergencies of international concern with the WHO. Following
adoption of the IHR, States Parties held different perspectives about whether this information
sharing obligation included an obligation to share pathogens, however subsequent events
described below and reconciliation with other international law has largely settled this
interpretation in the negative. In 2011, WHO Member States adopted the Pandemic Influenza
Preparedness Framework, codifying the sharing of influenza viruses with human pandemic
potential and introducing a formal regime for the sharing of benefits arising from their use.
Most recently, in 2014, the Nagoya Protocol on Access to Genetic Resources and the Fair and
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Abbott, supra note 1.
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Equitable Sharing of Benefits Arising from their Utilization to the Convention on Biological
Diversity entered into force.

A.

THE INTERNATIONAL HEALTH REGULATIONS (2005)

The IHR entered into force in 2007, and are a legally binding treaty with 196 States Parties,23
including all 194 WHO Member States that are automatically bound under the WHO
Constitution.24 The aim of the IHR is to prevent, protect against, control and respond to
the international spread of disease through public health measures that avoid unnecessary
interference with international travel and trade. 25 Under the IHR, States Parties must
develop core public health capacities in order to prevent, detect, and respond to infectious
diseases. 26 These core capacities include surveillance capacities to detect, assess, and
notify the WHO of potential disease events,27 including having laboratory capacity to
analyze samples either domestically or through WHO CCs (impliedly acknowledging the
importance of sample sharing for public health preparedness where a State Party does not
have domestic capacity).28 Under article 6 of the IHR, all States Parties have an obligation
to notify the WHO of a potential public health emergency of international concern

23

World Health Organization, States Parties to the International Health Regulations (2005), at
http://www.who.int/ihr/legal_issues/states_parties/en/.
24
Member States may expressly object to the IHR, however no Member State did so: Per article 21(a) and
article 22 of the Constitution of the World Health Organization (1948). India and the United States of
American were the only countries to lodge formal reservations and understandings to the IHR. Iran lodged
an objection to the United States of America’s reservation.
25
IHR, Article 2.
26
IHR, Annex 1.
27
IHR, Article 5.
28
IHR, Annex 1.
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(PHEIC). 29 A potential PHEIC may include any disease or occurrence that creates the
potential for disease regardless of origin or source, that could present significant harm to
humans. 30 The WHO Director-General can declare whether a PHEIC exists and issue
recommendations to States Parties on the measures that they should, or should not, take
to address the health risk.31 Following notification to the WHO of a potential PHEIC
under article 6, States Parties must continue to communicate to the WHO “timely,
accurate and sufficiently detailed public health information…. where possible including
case definitions, laboratory results, source and type of the risk, conditions affecting the
spread of the disease and the health measures employed”.32 In addition, States Parties
must share “all relevant public health information” with the WHO relating to unexpected
or unusual events which may constitute a PHEIC.33

In 2005, the emergence of a highly virulent influenza A (H5N1) virus in Indonesia prompted
global concern of a potential influenza pandemic. Indonesia shared clinical specimens and
virus samples with GISRS – then the Global Influenza Surveillance Network – until early
2007, when the then government decided to stop virus sharing with the global community.34
Indonesia’s decision was reportedly based on frustration that virus samples shared with the

29

IHR, Article 6.
IHR, Article 1.
31
IHR, Articles 12 and 15.
32
IHR, Article 6(2).
33
IHR, Article 7.
34
Endang R. Sedyaningsih et al., Towards Mutual Trust, Transparency and Equity in Virus Sharing
Mechanism: The Avian Influenza Case of Indonesia, 37 ANN. ACAD. MED. SINGAP. 482, 482 (2008).
30
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WHO system were subsequently used for laboratory analysis that were presented at
international meetings without permission or acknowledgement and for the development of a
vaccine by a pharmaceutical company.35 From Indonesia’s perspective, these events “revealed
the unfairness and inequities of the global system” for virus sharing, noting that:
[d]isease affected countries, which are usually developing countries, provide
information and share biological specimens/virus with the WHO system; then
pharmaceutical industries of developed countries obtain free access to this
information and specimens, produce and patent the products (diagnostics, vaccines,
therapeutics or other technologies), and sell them back to the developing countries at
unaffordable prices.36
In stopping its sharing of these pathogens, Indonesia called for “a new transparent, fair and
equitable, international mechanism in virus sharing”.37 While a PHEIC for influenza H5N1
was not declared, these events “caused a crisis in global health” and ultimately led to the
development of the PIP Framework. 38 In addition, this situation revealed a divergence of
perspectives in the scope of the obligations to share public health information under the IHR.
The IHR do not define “public health information”. Some States Parties interpreted the
obligation to provide the WHO with accurate and detailed public health information for
potential PHEICs to include sharing relevant pathogen samples. 39 This interpretation is

35

Id. at 485-486.
Id. at 486.
37
Id.
38
David Fidler, Influenza Virus Samples, International Law, and Global Health Diplomacy, 14 EMERGING
INFECTIOUS DISEASES 88, 88 (2008).
39
Id. p. 91; Sedyaningsih et al., supra note 34, at 484.
36
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consistent with Resolution WHA59.2 “Application of the International Health Regulations
(2005)”, adopted in 2006, one year before the IHR entered into force, in light of the avian
influenza H5N1 outbreak. 40 The resolution called on WHO Member States to “comply
immediately, on a voluntary basis, with provisions of the International Health Regulations
(2005)” and urged WHO Member States to “disseminate to WHO collaborating centers
information and relevant biological materials related to highly pathogenic avian influenza and
other novel influenza strains in a timely and consistent manner”.41 As Fidler has noted, this
“encouragement to share biological materials with WHO could be considered authoritative
guidance from WHO’s highest policymaking body about the scope of the obligation to share
public health information with respect to all events that might constitute a PHEIC”.42 The
interpretation that the obligation to share of public health information includes the sharing of
pathogens is underpinned by a “good faith interpretation of IHR in light of its object and
purpose”.43

The other interpretation of States Parties’ IHR obligations to share information is one of strict
construction, where the obligation is limited to the sharing of public health information, being
knowledge and facts, quite distinct from biological materials such as pathogens.44 This is
reflected in the use of both terms separately in Resolution WHO59.2, which urged states to

40

World Health Assembly, WHA59.2 Application of the International Health Regulations (2005) (2006) at
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disseminate “information and relevant biological materials”.

45

Similarly, Resolution

WHA60.28, adopted the following year, treats information and IHR obligations separately to
urging states to share biological materials and virus samples.46 In addition to a strict reading
of the term “public health information”, the negotiation history of article 6 is supportive of
this distinction, with a prior working version including a distinction between public health
information and “materials and samples” during a suspected intentional release. 47 In the
adopted version of the IHR, this provision was removed, with such an event captured by the
IHR’s broad all-hazards approach. While the United States submitted an interpretive
declaration to the IHR on the inclusion of suspected intentional releases within the scope of
article 6 notification obligations, this declaration made no reference to also being interpreted
to include the sharing of materials and samples within the scope of public health information.
During the dispute over the sharing of H5N1 samples, the United States however leant its
support to the broad, purposive interpretation that public health information includes pathogen
samples.48

These diverging interpretations of the IHR’s information sharing obligations are largely moot,
as a result of increasing acknowledgement of the pluralism of international law in two ways.
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Firstly, the WHA’s adoption of the PIP Framework, which established a regime for accessing
influenza viruses with human pandemic potential and the sharing of benefits arising from their
use. While non-binding, the adoption of the PIP Framework may be interpreted to demonstrate
the WHA’s acceptance that the duty to share information is separate to any obligation to share
pathogens, given that the WHA saw a need for a separate instrument to be established in
parallel with the obligations under the IHR. This has certainly appeared to be the case in
subsequent disputes involving pathogen sharing outside of the scope of the PIP Framework.49
Secondly, the entry into force of the Nagoya Protocol (discussed below) highlights a potential
gap in the IHR that lends itself to the more narrow interpretation, in that, even if the IHR were
to be interpreted to require pathogen sharing by IHR States Parties, it does not contain express
provisions to share the benefits arising from the use of such pathogens. Given that the IHR
are to be interpreted in a manner compatible with other international agreements, and are
expressed as not affecting the rights of States Parties under other international agreements,50
the more specialized access and benefit-sharing regime and more recently adopted provisions
of the Nagoya Protocol (applying the principles of lex specialis and lex posterior respectively)
would be persuasive in support of the narrow interpretation of the IHR information sharing
obligations. Each of these two subsequent developments in international law are examined in
further detail below.
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B.

THE PIP FRAMEWORK (2011)

In 2011, the WHA adopted the PIP Framework under article 23 of the WHO Constitution.51
The aim of the PIP Framework is to improve pandemic influenza preparedness and response
with the goal of a fair, transparent, equitable, efficient, effective system, for, on equal footing
the global sharing of influenza viruses with human pandemic potential, and access to vaccines
and the sharing of other benefits.52 The PIP Framework applies only to the sharing of influenza
viruses with human pandemic potential and benefits, and does not currently apply to seasonal
influenza,53 or other non-influenza pathogens.54 Samples shared under the PIP Framework are
referred to as PIP Biological Materials, which includes human clinical specimens, isolated
influenza viruses with human pandemic potential, as well as candidate vaccine viruses.55

Under the PIP Framework, WHO Member States agree to rapidly and systematically share
PIP Biological Materials through their NICs with WHO CCs and H5 Reference
Laboratories.56 In doing so, WHO Member States consent to the onward transfer and use of
PIP Biological Materials subject to the terms of standard material transfer agreements
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(SMTAs).57 While the text of the PIP Framework is non-binding,58 the template SMTAs are
contained in two annexes to the text, known as SMTA 1 and SMTA 2. SMTA 1 governs the
sharing of PIP Biological Materials with human pandemic potential between GISRS
laboratories, while SMTA 2 governs the sharing outside of GISRS to vaccine, antiviral, and
diagnostic manufacturers and to academic and research institutions. When PIP Biological
Materials are shared outside of GISRS, the WHO and the outside party receiving the PIP
Biological Materials must enter into a legally binding contract in the form of an SMTA 2.
Under the terms of this contract, in exchange for receiving PIP Biological Materials, influenza
vaccine, pharmaceutical, and diagnostic manufacturers receiving PIP Biological Materials
commit to providing benefits, selected from a range of options, such as donating or reserving
pandemic vaccines, antivirals, or diagnostic kits. Academic and other institutions receiving
PIP Biological Materials agree to consider contributing other benefits, such as donations, and
technology transfer. To date, the WHO has entered into 12 SMTA 2s with large and mediumsized influenza vaccine and antiviral manufacturers, contractually securing more than 400
million doses of pandemic influenza vaccine; 59 more than four times the amount of pandemic
vaccine available during the 2009 influenza pandemic.60 More than 65 SMTA 2s have been
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entered into with academic and other research institutions, including 29 benefit sharing
offers.61 In addition to the benefits committed under SMTA 2s, the PIP Framework contains a
number of benefit sharing provisions, including the provision of risk assessments, reagents,
candidate vaccine viruses, and capacity building through GISRS and the WHO,62 as well as a
financing mechanism to improve pandemic preparedness and response known as the
Partnership Contribution. Under the Partnership Contribution, all influenza vaccine,
pharmaceutical, and diagnostic manufacturers who use GISRS make an annual financial
contribution which totals 50% of the operating costs of GISRS, 63 approximately US$28
million.64 The Partnership Contribution has resulted in 79% of priority countries improving
laboratory and surveillance capacity, including the capacity to detect novel viruses, and more
than 88% of priority countries have development plans to accelerate the approval of pandemic
influenza products.65

In 2016, a review of the first five years of the PIP Framework concluded that the PIP
Framework is a “bold and innovative tool for pandemic influenza preparedness, is being well
implemented, and that the principle of the PIP Framework of placing virus sharing and benefit
sharing on an equal footing remains relevant today”.66 The PIP review group recommended
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the urgent examination of whether the PIP Framework should be expanded to include seasonal
influenza and how genetic sequence data should be handled.67 In light of the perceived success
of the PIP Framework and the gap in a similar mechanism for other pathogens, the review
committee concluded that “[e]xpanding the current PIP Framework to pathogens other than
influenza viruses … would be a very complicated process and may threaten its viability”,
noting that no other pathogens have a network comparable to GISRS, however the principles
of the PIP Framework – access to pathogens and equitable benefits sharing – may serve “as a
model for equity and reciprocity in other diseases…. although this is still likely to be
challenging”.68

C.

THE NAGOYA PROTOCOL (2010)

At the Rio Earth Summit in 1992 the Convention on Biological Diversity (CBD) was opened
for signature, entering into force a year later.69 The CBD has been comprehensively adopted
globally with 196 States Parties.70 The CBD aims to conserve biological diversity, ensure its
sustainable use, and ensure that the benefits arising from the use of genetic resources are
shared fairly and equitably.71 The CBD recognizes the sovereign rights of States over their
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natural resources and the authority of States to determine access to genetic resources within
their borders.72 This recognition of sovereign rights is not a new grant of rights, but rather a
reassertion of the principle that, subject to limitations under international law,73 States may
determine the laws and policies within their borders. However the application of this principle
to biological resources has not been without controversy.74 It was this CBD provision that
served as the legal basis for Indonesia’s decision to cease sharing influenza A (H5N1) virus
samples in 2007, 75 leading to the development of the PIP Framework. 76 In addition to
recognizing sovereign rights over natural resources, under article 15 of the CBD, each State
Party must endeavor to create the conditions that facilitate access to genetic resources, 77
subject to mutually agreed terms and, where the State providing the resources requires it, prior
informed consent.78 To give effect to the CBD’s objective for access to genetic resources and
fair and equitable benefit sharing and article 15, the CBD Conference of Parties (COP)
adopted the Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable
Sharing of Benefits Arising from their Utilization to the Convention on Biological Diversity
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(Nagoya Protocol) in 2010.79

The Nagoya Protocol entered into force in 2014, and as of April 2019 has 116 Parties.80 The
aim of the Nagoya Protocol is to ensure the fair and equitable sharing of the benefits arising
from the use of genetic resources,81 being “any material of plant, animal, microbial or other
origin containing functional units of heredity” of actual or potential value.82 Under the Nagoya
Protocol, entities wishing to access genetic resources must obtain the prior informed consent
(PIC) of the country of origin of the resources,83 unless that country decides otherwise,84 and
is conditional upon reaching mutually agreed terms (MAT) for the sharing of benefits arising
from the utilization of the genetic resource.85 Parties to the Nagoya Protocol that require their
PIC for accessing resources must take legislative, administrative, and policy measures to
ensure that the processes for obtaining PIC are clear, transparent, and fair, and provide for the
issuance of a permit or similar to evidence that the State Party has granted PIC and MAT.86
This includes designating a national focal point for access and benefit sharing that is
responsible for liaison with the CBD Secretariat and providing information for applicants
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seeking access to genetic resource, including how to obtain PIC and MAT.87 All States Parties
must ensure that the use of genetic resources within their jurisdiction have been accessed in
accordance with PIC and MAT requirements of other States Party,88 including taking steps to
prevent and address non-compliance.89 All States Parties must ensure that they implement
legislative, administrative, and policy measures to ensure that MAT are reached in exchange
for access to a genetic resource, 90 which may include either monetary or non-monetary
benefits.91 The Nagoya Protocol sets out a non-exhaustive list of benefits options, including
access fees, research funding, joint ownership of intellectual property rights, sharing the
results of research and development, collaboration in scientific research, technology transfer,
directing research to priority needs including health, and capacity building.92

In practice, and subject to the sections described below, these provisions mean that each time
an entity, such as a research institution or vaccine manufacturer, wishes to access a genetic
resource from another country, it must comply with the access and benefit sharing legislation
of that country. This may include making contact with the national focal point, following the
relevant procedures (such as applying for the necessary permits) to obtain PIC, and entering
into a bilateral agreement on MAT that sets out terms for the equitable sharing of benefits.
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1.

Scope of the Nagoya Protocol and the Inclusion/Exclusion of Pathogens

Whether pathogens are or should be included in the definition of genetic resources was not
raised as a pertinent issue during the negotiations or conclusion of the CBD. However, during
the Nagoya Protocol negotiations the inclusion of pathogens was a live issue, particularly as
the negotiation of the PIP Framework was separately occurring at the same time.93 During the
Nagoya Protocol negotiations, developing countries wanted express inclusion of pathogens
within the scope of the protocol, while developed countries attempted to obtain an express
exclusion of pathogens from the definition of genetic resources.94 Both philosophical and
practical rationales for excluding pathogens exist: philosophically, humanity seeks to “contain
and ultimately eradicate” pathogens, a goal inconsistent with the CBD and Nagoya Protocol’s
purpose of conserving biodiversity and biological resources that governments and peoples
invest time, energy, and resources into nurturing and utilizing.95 From a practical perspective,
global public health preparedness and response is crucially reliant on the rapid and
comprehensive sharing of pathogens, and the access and benefit sharing obligations contained
within the Nagoya Protocol, detailed below, are “generally not regarded as conducive to
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facilitating timely sharing of virus samples required to improve global health governance”.96
In contrast, arguments for the inclusion of pathogens also have both a philosophical and
practical basis: realizing global health means addressing inequalities in access to and the
affordability of medicines, diagnostics, and treatments. That inequity undermines not only
global health taken in total, with developing countries likely to be the hardest hit by infectious
disease, but also global health security, as prevention and rapid detection and control of an
infectious disease at the source of an outbreak protects global health. Practically, coupling
access to pathogens with benefits may promote increased sharing from a wider number of
countries, with greater trust in a more equitable system, making access to genetic resources
more transparent, and incentivizing investment in pathogen detection and isolation. Wider
sharing from more countries also means a more comprehensive sourcing of pathogens,
improving surveillance, detection, and response capacities. Ultimately, negotiators decided
not to expressly include or exclude pathogens within the scope of the Nagoya Protocol, relying
instead on a broad definition of scope,97 and on dedicated provisions, namely for specialized
instruments under article 4(4) and special considerations under article 8(b). As a result, it is
left to Parties to decide whether pathogens are to be expressly included in their domestic
implementing legislation.98 According to the WHO, “few implementing laws and measures
explicitly address pathogens and access to them, or public health in general”.99 One example
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is the European Union’s Regulation 511/2014,100 which applies to all 28 European Union
Member States, and expressly includes pathogens within the scope of Nagoya Protocol
implementing legislation. 101 Like the Nagoya Protocol itself however, it is possible that
Parties’ implementing legislation will not expressly include or exclude pathogens and, where
legislation is silent, determining whether pathogens are included will depend on State practice.

2.

Special Considerations – Article 8(b)

Despite the debates during the negotiations relating to the express inclusion or exclusion of
pathogens in the definition of genetic resources, the Nagoya Protocol recognizes the
importance of genetic resources to public health.102 In the preamble, Parties to the Nagoya
Protocol expressly recognize the existence of the IHR, and the “importance of ensuring access
to human pathogens for public health preparedness and response purposes”.103 While this
language does not impart specific obligations on Parties, it demonstrates an awareness of the
broader context of the international legal system. This is reflected in the operative text of the
protocol under article 8(b) which establishes special considerations Parties must take in
developing and implementing legislation, including the requirement that Parties take into
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account “present or imminent emergencies” that threaten or damage human health.104 This
includes considering how legislative and regulatory requirements for PIC and MAT may affect
the need for rapid pathogen sharing and prompt, fair, and equitable sharing of benefits arising
from the use of the pathogen, including “access to affordable treatments by those in need,
especially in developing countries”.105 The Nagoya Protocol is silent as to how Parties should
include such provisions, however an example can be found in the European Union
implementing legislation. Under Regulation (EU) No 511/2014, users (institutions or
individuals that utilize a genetic resource) 106 that, for the purpose of public health
preparedness and response, acquire a pathogen that causes, or is likely to cause, a current or
imminent public health emergency of international concern,107 or pose a serious cross-border
threat to health,108 have a modified timeline for obtaining and evidencing PIC and MAT.109
Users have until three months after commencing utilization of the resource, or if earlier, one
month after the threat is terminated, to obtain a certificate of compliance evidencing PIC and
MAT, or where no certificate is available, relevant documentary evidence of, inter alia, the
presence or absence of rights and obligations relating to PIC and MAT.110 If a user fails to
meet this timeline, they must cease using the genetic resource.
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In June 2018, the CBD Executive Secretary released a note summarizing information
provided by Parties to the Nagoya Protocol on their implementation of article 8(b),111 noting
that out of the 75 national reports submitted, 42 (39 Parties and 3 non-Parties) reported having
paid due regard to cases of present or imminent emergencies that threaten or damage health
in accordance with article 8(b), including providing procedural modifications and
exemptions.112

3.

Specialized Instruments – Article 4(4)

The Nagoya Protocol was negotiated, drafted, and adopted in an environment especially
cognizant of the broader international legal system within which it sits. The preamble to the
protocol acknowledges the simultaneous work in “other international forums” towards access
and benefit sharing instruments, as well as a pluralist approach that recognizes that other
international instruments for access and benefit sharing may be “mutually supportive” in
achieving the objectives of the CBD.113 To that end, article 4 of the Nagoya Protocol contains
specific provisions to prevent fragmentation between it and other international instruments
and to promote coherence. The protocol expressly states that its obligations do not affect the

111

Convention on Biological Diversity, Information Provided by Parties to the Nagoya Protocol on the
National Implementation of Article 8(b) and Other Relevant Provision of the Protocol. Note by the
Executive Secretary (Jun. 5, 2018).
112
Id. at 4–6.
113
Nagoya Protocol, preamble.

35

rights or obligations of Parties under any other existing international agreement, except where
exercising such rights or obligations would “cause a serious damage or threat to biological
diversity”.114 From an international legal theory perspective, the Nagoya Protocol is express
in its intention that there be no hierarchy between it or other international instrument, but
rather the operation of the general legal principle of lex posterior applies: that is, that the
Nagoya Protocol displaces any prior law that undermines the purpose of the protocol, to the
extent that a potential conflict exists. This cohesion is supplemented by the explicit statement
that the protocol does not prevent Parties from implementing “other relevant international
agreements, including other specialized access and benefit-sharing agreements”, provided that
they support the objectives of the CBD and Nagoya Protocol.115 In the pursuit of mutual
support, plurality, and coherence, the Nagoya Protocol is also to be implemented with
consideration of other international instruments and organizations, provided they have
supporting objectives.116

To that end, the Nagoya Protocol contains a provision to prevent fragmentation and conflict
between it and other access and benefit sharing regimes under international law. Under article
4(4), the protocol carves itself out, and does not apply to Parties to a “specialized instrument”,
wherein a specific genetic resource is covered by a “specialized international access and
benefit-sharing instrument … that is consistent with, and does not run counter to the objectives”
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of the CBD and the Nagoya Protocol.117 Applying general principles of international law, a
specialized instrument applying to a specific genetic resource would be deemed lex specialis,
and prevail over the more general Nagoya Protocol. However, article 4(4) establishes a
conditionality to the application of lex specialis that such instrument does not run counter to
the objectives of the CBD or Nagoya Protocol. This raises questions about the scope and form
of potential specialized instruments. In addition to the CBD’s objective that the benefits
arising from the use of a genetic resource should be shared, the CBD also aims to conserve
biodiversity.118 In contrast, one of the goals of public health, and presumably any specialized
instrument for access to pathogens and benefit sharing developed to support public health, is
the eradication of pathogens. It is not possible to reconcile these two objectives from a public
health perspective: the most significant benefits from the use of pathogens are arguably only
extant if and while the pathogen persists and pathogens are, themselves, the rationale
underlying the necessity for the benefits. Furthermore, the most significant benefits are aimed
at destroying, incapacitating or, where possible, eradicating the genetic resource itself. While
it may prima facie appear to be a perverse challenge trying to fit public health into the CBD
model, reconciliation is indeed possible. While there are legitimate biosecurity and biosafety
concerns that must be addressed, retaining stockpiles of eradicated diseases in the pursuit of
biodiversity may have compelling public health bases, and as a result, a specialized agreement
that considers pathogens may well be supportive of the CBD’s biodiversity objectives in the
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interests of global public health.119 A specialized instrument for pathogens could take this into
account to the extent necessary, while still supporting the principles of access and benefit
sharing of the CBD and the Nagoya Protocol.

The recognition of a specialized instrument is not only a method of preventing fragmentation
under international law, but also has a practical impact that benefits public health. Where a
genetic resource is covered by a specialized instrument, the Nagoya Protocol does not apply
to that resource.120 The consequence of this is that a specialized instrument is an opportunity
to establish a clear standard set of access and benefit sharing obligations that are consistent
with the Nagoya Protocol, while removing the need to enter into new bilateral negotiations
for each instance of accessing a pathogen. A specialized instrument that covers pathogen
sharing could “establish clear, pre-arranged benefit-sharing expectations for access to
pathogens that will contribute to the public health response to infectious disease outbreaks”.121

The Nagoya Protocol does not specify what form a specialized instrument must take, as article
4 uses both of the terms “international agreement” and “instrument” separately. Neither term
is defined under the Nagoya Protocol or the CBD. Principles of legal interpretation would
suggest that the use of different terms is a deliberate choice by drafters, suggesting different
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meanings. Instrument is a broader term than agreement, capturing both non-binding and
binding laws. The status of an instrument is determinative on “not the title given to the
document in question, but the intention of the parties as inferred from all the relevant
circumstances as to whether they intended to create binding legal relationships between
themselves on the matter in question”. 122 Agreement refers to this latter, narrower, set of
instruments, such as treaties, which create binding international law. The deliberate use of the
term instrument captures a wide range of international law, not simply treaties but likely also
non-binding instruments.

A leading candidate for recognition as a specialized instrument under the Nagoya Protocol is
the PIP Framework. Applying the requirements of article 4(4), the PIP Framework is an
“access and benefit-sharing instrument … that is consistent with, and does not run counter to
the objectives” of the CBD and the Nagoya Protocol.123 A number of countries have taken the
position that the PIP Framework should be recognized as a specialized instruments under
article 4(4).124 Under the European Union’s Regulation 511/2014 implementing the Nagoya
Protocol, the European Union states that the “PIP Framework constitutes a specialised
international access and benefit-sharing instrument that is consistent with the Nagoya Protocol
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and that should not be affected by the rules implementing the Nagoya Protocol”.125 The 2016
review of the PIP Framework concluded that the PIP Framework should be considered a
specialized instrument to “clarify the implementation of the Nagoya Protocol in relation to
pandemic preparedness and response”.126

The process and detailed criteria for determining a specialized instrument has not yet been
adopted by the Nagoya Protocol Meeting of Parties (MOP), but was considered at the third
MOP in November 2018.127 At the second MOP in late 2016, the COP (serving as MOP)
requested that a study be conducted to look into the process of recognizing specialized
instruments, while “mindful of the International Health Regulations (2005) of the World
Health Organization and the importance of ensuring access to human pathogens for public
health preparedness and response purposes”, and requesting the Nagoya Protocol Executive
Secretary liaise further with the WHO.128

Recognizing the PIP Framework as a specialized instrument would ensure that the Nagoya
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Protocol would not apply to the sharing of influenza viruses with human pandemic potential
and the sharing of benefits. However, other pathogens, including those shared through GISRS
and not currently covered by the PIP Framework (such as seasonal influenza or pathogens
inadvertently shared through GISRS), or those shared bilaterally or through other networks,
would still fall within the scope of the Nagoya Protocol and its requirements, including PIC
and MAT. In the current legal environment, the Nagoya Protocol has the potential to have both
negative and positive impacts on global public health. However, the potential for a newly
developed specialized instrument – in addition to such designation for the PIP Framework
– may provide a path forward that largely ameliorates potential negative public health
consequences.

4.

Implications and Opportunities for Global Public Health

Conceptually, the Nagoya Protocol reverses the standard perspective of pathogen sharing for
public health: while global health law, like the IHR, focuses on the obligation and duty to
share information and pathogens on the country possessing the resource, the Nagoya Protocol
flips this duty, and vests obligations in those seeking to “access” pathogens. A study conducted
by the WHO Secretariat to investigate the implications and opportunities of the Nagoya
Protocol on pathogen sharing and public health found that:
[w]hile the Nagoya Protocol sets out broad principles, such as PIC and MAT, the
details of implementing them are left to domestic legislation. In that implementation,
it will be important for Nagoya States Parties to consider how to address access to
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pathogens, especially during public health emergencies. These decisions taken by
Parties on their implementing legislation for the Protocol may, individually and in
the aggregate, have an impact on public health.129
The normative basis of the Nagoya Protocol – accessing genetic resources and the sharing of
benefits arising from their use – is compatible with global public health where it results in
comprehensive sharing of pathogens and the equitable distribution of benefits including
vaccines, diagnostics, and treatments. These norms are paralleled in the objectives of the PIP
Framework and its provisions for accessing influenza viruses of human pandemic potential
and associated benefit sharing. However, a number of concerns have been raised that the
Nagoya Protocol could undermine global public health by slowing or restricting the global
sharing of pathogens due to uncertainty or inconsistency regarding the scope of domestic
implementing legislation, including whether pathogens are included within scope; unclear
national authorities given pathogen sharing may involve not only environmental ministries
but also health ministries or defense ministries (where biosafety or biosecurity issues are
engaged); the high transactional costs of drafting, negotiating, and signing bilateral
agreements and obtaining PIC and MAT for each instance; 130 and the time, cost, and
complexity of determining the respective domestic requirements of each country. 131 As a
result, not only might meeting these legislative and administrative requirements slow down
pathogen sharing, but may result in researchers determining that the burden is too high and
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cease seeking access to pathogens in certain countries. In early 2019, the WHO reported at
least two cases where “difficulties arising from compliance with domestic access and benefitsharing requirements have had an impact on [GISRS] processes”.132 The public health impact
of these regulatory costs may be significant, especially where it results in delays or gaps in
surveillance, or otherwise inhibits the timely development of effective countermeasures. Some
Parties may seek to avoid these issues by expressly excluding pathogens in their implementing
legislation. In practice however, as other Parties explicitly include pathogens in their domestic
legislation, other countries seeking to obtain access to pathogens (regardless of whether they
are Nagoya Protocol Parties or not, or the content of their own domestic legislation) will be
subject to the access and benefit-sharing requirements of the origin country’s legal
environment. However, as noted above, the Nagoya Protocol expressly provides an
opportunity to address this kind of fragmentation and mitigate the potential negative impacts
on global public health: the opportunity for the WHO and CBD to provide guidance to Parties
in implementing special considerations under article 8(b), and crucially, through the provision
for specialized instruments under article 4(4).

While there has been significant focus on the potential negative impacts of the Nagoya
Protocol on public health, there are a number of potential positive impacts for public health
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that should be considered, especially in light of the success of the PIP Framework for influenza
pathogens of human pandemic potential. The Nagoya Protocol has the potential to increase
sharing from a larger number and wider range of countries (given the formalization of access
to benefits), resulting in more comprehensive and more rapid sharing based on increased trust,
transparency, and equity in the global pathogen sharing system. By coupling access to
pathogens and benefits-sharing in a robust regime, the global community is more likely to
avoid the issues of the past by addressing key issues of inequity and global health justice in
the distribution of countermeasures for pandemics. As the WHO has noted, both the rapid and
comprehensive sharing of pathogens and fair and equitable access to diagnostics, vaccines,
and treatments “are equally important” for public health, and the Nagoya Protocol “can
promote trust and encourage more countries to share pathogens, and [provide] a normative
basis for addressing the equitable sharing of benefits arising from their use”.133 In this light,
using the provisions under the Nagoya Protocol, international law may be able to provide a
path forward from fragmentation and potential conflicts, to a refined pluralism.

III. FROM FRAGMENTATION TO PLURAL COHERENCE
Through the fields of global health law and international environmental law, two conceptually
separate international legal regimes both seek to address the global sharing of pathogens and
the distribution of benefits arising from their use. Increasingly, not only the subject matter but

133

World Health Organization, supra note 12,1 at 3.

44

the legal activities of both regimes overlap, however the laws themselves have been developed
by different groups of States, at different times, and in different contexts. Because of the
understandably diverging interests of the respective negotiators and objectives of these two
regimes, the instruments that constitute each regime have varying legal status and scope.
While this could be seen as an example of how fragmentation undermines cohesiveness in
international law, this Part will demonstrate how this issue exemplifies fragmentation as a
feature of international law, rather than a bug. In this, fragmentation is “part of a dynamic
legal system” and the first step towards convergence and cohesion in international law.134
Peters refers to this as the “refinement of international law”, whereby “diversity, conflict and
even contradiction [is] a positive condition”.135

This would not be the first time that the field of international environmental law has served
as an impetus for developments in global health law and refinements in international law: as
described above in Part II, Indonesia’s assertion of viral sovereignty in accordance with article
15 of the CBD over influenza A (H5N1) virus samples prompted the WHA’s adoption of the
PIP Framework in 2011. In an additional respect, this situation demonstrated the varied
interpretations of the norms governing pathogen sample sharing, and how States, in this case
Indonesia, turned to an alternative normative regime – international environmental law – to
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assert their claim when their forum query found the existing legal regime for global health
silent or unpersuasive.136 Now, with developments in both fields and the challenges that have
arisen, it is worth examining how these two regimes may interact, the legitimacy of that
interaction, and how international law for pathogen and benefit sharing can be progressively
developed for the benefit of global public health. The challenges of regime interaction, and its
politicization, make the case for the pressing need for WHO Member States to develop
specialized international law for pathogen sharing. As this Part demonstrates, while the use of
the PIP Framework as a model is appealing, failure to find a comparable normative basis for
a new instrument risks not only being ineffective but undermining the normative power of the
PIP Framework. Instead, there is a clear rationale for closely intertwining a new specialized
instrument for pathogens with the language and scope of the IHR.

A.

REGIME INTERACTION

As Young notes, there is a risk in defining regimes and theorizing their interaction, as
“[a]cknowledging the boundaries and relationships between fields of functional and
professional specialisation – such as international trade law, human rights law and the law of
the sea – may be read as a repudiation of international law’s systemic nature… however, there
is an urgent need for international lawyers to understand how different branches of norms and
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institutions overlap on issues of global concern”.137 This is especially relevant for the issue of
the interaction between the regimes of global health law and international environmental law
on the issue of access to pathogens and the equitable sharing of benefits arising from their use.
Using a regime interaction approach to this issue inherently rejects fragmenting international
law into clear divisions of jurisdiction between treaties or institutions, and in so doing,
avoiding debates about what field is the appropriate forum for an issue. As former
International Court of Justice Judge Weeramantry held in his dissenting opinion in the WHO
Use of Nuclear Weapons case,138 the “particularities of various international organizations
were never meant to exclude areas of overlap, so long as these lay within the legitimate sphere
of concern of the respective agencies involved…. Complex problems have ramifications in
many specialized directions to which the specialists alone are most competent to draw
attention… To expect otherwise would be contrary to the essence and rationale of a complex
organization [namely, the United Nations] which straddles all facets of human activity”.139
Navigating this overlap is the process of regime interaction. Young proposes a legal
framework for how international legal regimes should interact, noting that there are multiple
justifications for regime interaction, questions of legitimacy in that interaction, and
considerations for ensuring accountable regime interaction. 140 These considerations are
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particularly relevant in the absence of a specialized instrument for pathogens, with continued
discussions between the WHO and CBD Secretariat on pathogens and benefit sharing for
global public health.

The first step in examining the scope for regime interaction between global health law and
international environmental law governing pathogen sharing for global public health is
determining whether there is a legal basis to justify or legitimize regime interaction. There are
a number of bases for regime interaction, including parallel membership between regimes and
mutual agreement between regimes. 141 Parallel membership refers to legitimizing regime
interaction where both regimes have the same States Parties.142 This justification is based on
the rationale that parallel membership reflects States Parties adopting mutual norms and legal
obligations, and so, equally, States that are parties to one regime, cannot be bound by the
norms and legal obligations of another regime to which they are not party. This has relevance
for regime interaction for access to pathogens and benefit sharing. Noting that the PIP
Framework is non-binding but was adopted by the WHA, the IHR has 196 States Parties,143
including all WHO Member States, as well as the Holy See and Liechtenstein. In contrast, the
Nagoya Protocol currently has 107 States Parties, with a total of 111 States Parties by the end
of 2018.144 While the Nagoya Protocol has an additional 26 non-party signatories, there are
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still 60 countries that are IHR States Parties, but not Nagoya Protocol States Parties.145 This
rationale for parallel membership derives from the principle of state sovereignty. However, as
discussed above, the practical reality of the Nagoya Protocol is that non-Parties seeking to
access pathogen samples will be affected by its operation in the country of origin, even if the
source of their compliance is not a legally binding obligation. Furthermore, as Young notes,
“a prior requirement for parallel membership effectively gives non-parties a veto over the
evolution of international law”, 146 and a “fixation on the need to parallel membership
obstruct[s] regime interaction and [leads] to grave problems in the ability of international law
to meet new and emerging challenges”.147 Parallel membership has clearly not been the basis
for regime interaction between the WHO and CBD Secretariat on the access to pathogens and
sharing of benefits. In 2005, the WHO and CBD Secretariat entered into an MOU to
“collaborate in activities of mutual interest”.148 While the Nagoya Protocol and IHR do not
have parallel membership, the CBD has been comprehensively adopted globally with196
States Parties.149 While parallel membership may be sufficient to justify the MOU, subsequent
resolutions adopted by the WHA demonstrate a legitimization of regime interaction between
the WHO and CBD Secretariat as it relates to access to pathogens and benefit sharing. In 2017,
the WHO Executive Board requested the Director General to continue consultations with the
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CBD Secretariat in the context of access to pathogens and fair and equitable sharing of the
benefits, 150 and at the following seventieth WHA, WHO Member States requested the
Director-General to continue consultations with the CBD as appropriate.151 This was then
reaffirmed by the seventy-first WHA in 2018, directing the Secretariat to continue to engage
with the CBD Secretariat and “other relevant international organizations that are involved in
implementation of access and benefit-sharing mechanisms”.152 Similarly, the CBD Nagoya
Protocol COP-MOP in 2016 took note of the WHO’s 2016 study on the implementation of the
Nagoya Protocol and pathogen sharing,153 and requested the “Executive Secretary to liaise
with the World Health Organization on its outcomes and to transmit information on the study”
to the Parties, and to “continue to engage with relevant ongoing processes and policy debates,
including in the World Health Organization”.154 The decisions by the decision-making bodies
of both regimes, as well as the still-active MOU, can be seen as a form of regime interaction
by mutual agreement. 155 This legitimizes the engagement between the WHO and CBD
Secretariat, even where the development of international norms between the two regimes are
influenced and States rights subsequently affected. However, this approach may have limited
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utility. It may be likely that any regime interaction that exceeds mere engagement and
information sharing, and extends to materially affecting States’ rights, may be challenged by
States. For example, if States reassert the argument that the IHR article 6 notification
obligations contain a duty to share pathogen samples, and that argument is rejected based on
subsequent normative development through regime interactions, the legitimacy of that aspect
of the interaction may be challenged. Conversely, continued legitimacy will likely be granted
to regime interaction through continued transparent and accountable reporting to decision
making bodies where States can raise objections, as has occurred to date. These legitimacy
challenges, however, may be avoided if WHO Member States engage the law-making powers
they have granted to the WHA, and adopt a specialized instrument to enable multilateral
access to pathogens and equitable benefit sharing. In doing so, this issue will facilitate
transition from fragmentation and questions of regime interaction, to refinement and plural
cohesion for pathogens and benefit sharing.
B.

REFINEMENT AND SPECIALIZATION:

A PATHWAY FORWARD FOR ACCESS TO PATHOGENS AND BENEFIT SHARING
Two parallel steps must promptly occur to carve a pathway forward that ensures global health
security and equity. First, the existing PIP Framework must be recognized as a specialized
instrument under the Nagoya Protocol, guaranteeing not only that the access and benefit
sharing regime it establishes continues, but resolving uncertainty and delayed sharing arising
from the entry into force of the Nagoya Protocol. Secondly, in an expedited manner, WHO
Member States should adopt a new multilateral instrument, to be recognized as a specialized
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instrument, for the sharing of pathogens during a potential or current public health emergency
and the fair and equitable distribution of the benefits arising from their use. While these two
steps are distinct, the process for the first will likely inform the second, defining the
parameters, procedure, and parties necessary for recognition of specialized instruments.
Furthermore, while the PIP Framework may appear to be a suitable model for other pathogens,
the normative and practical foundations for sharing vary significantly, with the PIP
Framework supported by GISRS and more than six decades of constant influenza virus
sharing among multiple stakeholders. A new specialized instrument cannot simply be
modelled on the PIP Framework and will need to be grounded in a source of similar normative
weight to ensure effectiveness, commitment, and ongoing sustainability.

1.

Modelling from existing access and benefit sharing

Despite ongoing efforts by the Nagoya Protocol MOP to clarify the requirements for
recognition of a specialized instrument, commentary from WHO Member States and Parties
to the Nagoya Protocol indicate that the PIP Framework qualifies as a specialized
instrument.156 The broad acceptance of the PIP Framework as satisfying the requirements for
a specialized instrument has prompted calls for it to be expanded to include other pathogens.
In 2016, the United Nations High Level Panel on the Global Response to Health Crises
– established in the wake of the 2014-16 Ebola outbreak in West Africa – recommended that
WHO Member States should re-negotiate the PIP Framework to expand it to other pathogens,
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as well as make it legally binding.157 While the impetus for this recommendation was concern
regarding delays and limitations during emerging infectious disease outbreaks, including as a
potential result of the Nagoya Protocol, this recommendation was not supported by the PIP
Review Group. In its report adopted at the seventieth WHA in 2017, the PIP Review Group
noted that expanding the PIP Framework to other pathogens would not only be complicated
and challenging but may threaten the viability of the PIP Framework itself as “no other disease
has a system in which a network of public health laboratories and industry have such a longstanding interdependence”.158

While expansion of the PIP Framework is unlikely to be viable, the PIP Framework provides
guidance as a potential model of the form requirements of a multilateral instrument for other
pathogens: a non-binding instrument, adopted under article 23 of the WHO Constitution,
supported by template MTAs establishing legally binding obligations for access and benefit
sharing. However, there are important limitations regarding the extent to which the PIP
Framework should be used as a model, not only to ensure that any legal instrument for nonpandemic-influenza pathogens is effective but also the sustainability of the PIP Framework
itself. The normative stability of the PIP Framework arises from more than sixty years of yearround influenza virus sharing and the network of laboratories through GISRS that underpins
both the sharing of pathogens and the distribution of benefits. Unlike other pathogens without
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the same level of seasonality or risk of mutation, GISRS exists as a result of the inherent
characteristics of influenza, requiring extensive and constant surveillance for mutations and
vaccine development. In the case of a novel pandemic influenza strain, the framework for
sharing pathogens and benefits is both practically and normatively extant. This is not the case
for other emerging and reemerging pathogens as historical sharing practice demonstrates. In
the absence of a GISRS-like system, the normative imperative to share pathogens and benefits
will need to be derived from another source. In the absence of custom or practice, norms may
arise from unilateral commitment to new, or connection to extant, legally binding obligations.
While it is possible that a new non-binding PIP Framework-like instrument, adopted under
article 23 of the WHA Constitution, could distill WHO Member States’ intentions, greater
normative weight and subsequent compliance may arise through the use of WHA’s other lawmaking powers, or alternatively, by expressly connecting the new instrument to an existing
binding instrument. Even if the PIP Framework is recognized as a specialized instrument, the
Nagoya Protocol will still apply to all non-pandemic-influenza pathogens. However, as
explained below, it is not necessary that a new instrument covers all of these other pathogens.
Narrowing the scope of this new instrument will not only facilitate more rapid agreement
between WHO Member States, but also provide an opportunity to strengthen the instrument
by vesting it in a normative arena: namely, the IHR.

2.

Normative grounding

The goals of rapid and comprehensive pathogen sharing, the fair and equitable distribution of
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benefits, and the prevention, detection, control, and response to diseases that threaten global
public health are intertwined. This latter goal underpins the objective of the IHR and article
8(b) of the Nagoya Protocol, providing guidance for tailoring the scope of a new specialized
instrument. Reflecting this, in an expedited manner, WHO Member States should adopt an
instrument that is tailored to the sharing of pathogens during a potential or current public
health emergency and the fair and equitable distribution of the benefits arising from their use.
This narrower approach is consistent with the language in the special considerations
provisions under article 8(b) of the Nagoya Protocol, which uses the term “imminent or
present” threat to public health. However, given the need for rapid pathogen sharing at an
earlier stage of surveillance, it is more appropriate to use language similar to that used in the
IHR. Appropriately, this would establish the scope of the specialized instrument to the sharing
of human pathogens of a potential or current PHEIC. Using the same notification framework
as Annex 2 of the IHR – which sets out the factors to be considered by States Parties in
determining whether to notify the WHO of a potential PHEIC – parties agree to share
pathogens that meet these criteria with appropriately designated WHO CCs. As described
above, unlike the PIP Framework, which is supported by GISRS and its network of
laboratories, non-influenza pathogens are largely shared researcher to researcher, bilaterally
and ad hoc or within informal networks. However, WHO has designated several institutions
around the world as WHO CCs for specific diseases, groups of diseases, or response capacity.
For example, the United States Centers for Disease Control and Prevention in Atlanta is a
WHO CC for Viral Hemorrhagic Fevers, while the Indian National Institute of Virology is a
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WHO CC for Strengthening Capacity for Emerging Infectious Disease.159 Leveraging these
networks, and the language of the IHR, conveys a normative weight otherwise missing from
an instrument for non-influenza-pathogens. While this process would likely require updates
to the relevant WHO CC Terms of Reference, such an instrument would contain standard
MTAs that govern the sharing of pathogens to and between designated WHO CCs, in much
the same way as the PIP Framework’s SMTA 1. Under the terms of these standard MTAs
(SMTA-A), benefit-sharing provisions would ensure any information about the pathogen is
shared with the country, appropriate attribution in publications and scientific conferences,
agreement not to seek intellectual property rights, and commitment not to share the pathogen
unless to another designated WHO CC subject to the same terms of the SMTA-A. In a similar
fashion to the PIP Framework, to ensure the fair and equitable distribution of the benefits
arising from utilization, sharing outside of WHO CCs to diagnostics, vaccine, and treatment
manufacturers would be subject to a second standard MTA (SMTA-B). This would include
agreements to donate certain numbers of treatment courses or vaccines and, depending on the
scope of the instrument, be an opportunity to implement a financing mechanism to incentivize
investment in research and development. While influenza has a seasonal burden that justifies
the investment by pharmaceutical companies in contributing to the Partnership Contribution
and agreeing to SMTA2s for pandemic influenza, other pathogens do not have the same
market-incentive. However, WHO Member States (and IHR States Parties) do have an

159

See World Health Organization, Collaborating Centres Database & Portal, at
http://apps.who.int/whocc/Default.aspx.

56

incentive to encourage research and development into countermeasures for potential or
existing PHEICs. There would be scope for SMTA-Bs to include provisions for additional
innovative financing mechanisms, such as advance purchase agreements, subject to public
health need and relevant approvals and sourced from existing funding regimes for
emergencies, such as the WHO Contingency Fund for Emergencies established in 2015.160
This would also provide an opportunity for IHR States Parties to agree to contribute an
assessed amount to the fund. The current target capitalization of the Contingency Fund for
Emergencies is $100 million, with nearly $75 million raised to date, and $60 million allocated
to outbreaks, including Ebola and Cholera since the fund commenced.161 By limiting the scope
of this proposed specialized instrument to potential or current PHEICs, and the IHR, the
investment case for States Parties to make assessed contributions to the Contingency Fund for
Emergencies is further advanced, with direct connections to the SMTA-Bs and the potential
for benefit sharing derived therefrom. Other laboratories such as academic research
institutions would still be free to seek access directly from the affected State Party, or under
the terms of an SMTA B, with appropriately tailored benefits-sharing options (such as those
included in the SMTA 2s) for academic research institutions.

Under this approach, pathogens that do not present an imminent or present public health
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emergency would still be captured within the scope of the Nagoya Protocol rather than the
specialized instrument. One concern with limiting the proposed specialized instrument to
potential or current PHEICs, rather than an approach that captures all human pathogens, is
that there is potential for delay through the process of discerning whether a pathogen fits the
definition of an imminent or present public health emergency. While the determination of a
potential PHEIC rests with States Parties, and the PHEIC declaration process under the IHR
remains a binary decision (rather than a tiered process), there is potential for the sharing of
pathogens to be politicized in conjunction with the PHEIC determination process.
Furthermore, rapid and comprehensive access to pathogens generally is a core aspect of
surveillance and the initial detection of a potential PHEIC. For these reasons, a broader
specialized instrument for all human pathogens and the sharing of benefits may be perceived
to be preferable, but it is likely to be more challenging to negotiate such a broad multilateral
instrument containing financing mechanisms and benefits-sharing provisions. Practically,
those challenges may mean that no such instrument is finalized, risking the unsatisfactory
status quo for both the near and medium term.

CONCLUSION
The rapid and comprehensive sharing of human pathogens is crucial to protecting global
public health. So too is the fair and equitable distribution of the benefits that arise from the
utilization of pathogens. The implementation of the Nagoya Protocol risks undermining the
speed and scope of global pathogen sharing, however it also provides an opportunity to redress
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the fragmented international legal situation and seek ways to better achieve global health
equity. It is imperative that the process for recognizing specialized instruments under article
4(4) of the Nagoya Protocol is clarified, to preserve the continued operation of the PIP
Framework is preserved. Normatively, this is an opportunity to reinforce the international
legal system through the coherence and pluralism, rather than fragmentation and conflict. This
regime interaction is an example of the progressive development and refinement of
international law as a solution to complex multi-faceted problems that challenge humanity.
WHO Member States should rapidly embrace this opportunity to not only reinforce and
progress the international legal order, but to ensure global health security and equity by
developing and adopting a multilateral instrument for the sharing of pathogens that constitute
a potential or current public health emergency, the fair and equitable distribution of benefits
from their use, as well as establishing a financing mechanism to better protect global public
health.
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INTRODUCTION
Infectious diseases with the potential to spread internationally pose a significant threat
to global health, human rights, and international peace and security. Preventing,
detecting, responding to, and controlling infectious disease outbreaks require
international coordination and cooperation, with all countries maintaining minimum
public health capacities to stop an outbreak at its source. In 2005, World Health
Organization (WHO) Member States adopted the revised International Health
Regulations (IHR), bringing international law for the prevention and control of global
public health risks into the modern era. Together with preventing the international
spread of disease and preventing unnecessary international travel and trade restrictions,
ensuring human rights is one of the foundational pillars of the IHR: recognizing the
importance of ensuring that States Parties respect, protect, and fulfill individual
freedoms and liberties for ensuring the attainment, by all peoples, of the highest standard
of health.
Since the IHR entered into force, the world has experienced multiple threats to global
public health, including pandemic influenza, polio, Ebola, Zika, and Middle East
Respiratory Syndrome. Despite this, IHR States Parties have been unacceptably slow in
domestic implementation of their minimum public health capacities and obligations
under the IHR. In particular, implementation efforts have often completely ignored the
importance of ensuring that the IHR’s human rights objectives are implemented into
national legislation and policy. Efforts designed to accelerate global progress in meeting
IHR obligations – such as the Global Health Security Agenda and the WHO’s Joint
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External Evaluation (JEE) process – aim to identify and rectify gaps in domestic laws
and public health capabilities. However, neither of these programs have included an
express examination of human rights legislation or otherwise considered whether the
domestic legal environment of individual States Parties ensure human rights obligations
under the IHR are met.
This lack of evaluation is amplified by the absence of any express guidance defining the
types of human rights obligations that States Parties need to consider in order to comply
with the IHR’s objectives. This gap in guidance is untenable and threatens to undermine
the IHR’s core objectives. Implementation without inclusion of these human rights
provisions not only undermines global health security and the normative power of the IHR,
but weakens other provisions of the IHR, including, for example, the process for the
Director-General to recommend health measures during a public health emergency of
international concern. In addition, without this guidance it is difficult to determine a standard
of acceptability when a States Party implements health measures, with or without scientific
justification, that are more intrusive than those recommended by the WHO.
This article seeks to provide foundation for this missing guidance for States Parties to assess
their IHR implementing legislation and domestic legal environment for consistency with the
human rights obligations under the IHR and to encourage law reform to meet these
requirements. Using the framework of the International Covenant on Civil and Political
Rights (ICCPR), this article will identify, describe, and detail the human rights likely to be
affected during a public health emergency, so as to provide a framework for States Parties’
assessment of their domestic implementation. To demonstrate the use of such a framework,
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this article applies this lens to two different legal environments that have implemented the
IHR: the United States and Australia. This article seeks to form a foundation in the legal
scholarship to be used by States Parties and, ideally, for the development of authoritative and
normative guidance by the WHO, including in assessments of IHR implementation, such as
the JEE.
This article is divided into four parts. Part I examines the development of international
law governing the prevention and control of infectious diseases, focusing on how
specific human rights violations have instigated reform, leading to States Parties
including human rights obligations in the IHR with substantive, rather than tokenistic,
intent. Part II examines the scope of human rights protections under the IHR and
exemplifies how these provisions interact with public health emergencies. In Part III, I
apply the ICCPR as a lens to identify, clarify, and interpret the scope of the IHR human
rights provisions. Part IV then provides two case studies of implementing IHR human
rights obligations. The first case study, the United States, demonstrates a country with
constitutionally protected human rights and a public rule-making process that ensures
checks and balances on the law and rule-making process to ensure protection of civil
liberties and limit human rights gaps in implementation. The second case study,
Australia, demonstrates a country which has no constitutional or statutory bill of rights
protections, and relies on express legislated human rights protections, with variable
levels of public consultation. This case study also provides a positive example for reexamining legislation already adopted that purports to implement the IHR and for
adopting new legislation to expressly meet identified gaps in compliance with respect
to IHR human rights obligations.
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From the restrictions on travelers that led to the first international law for infectious
disease more than a century and a half ago, to the limits on freedom of speech and
movement that served as part of the impetus for the most recent revision of the IHR, the
lessons of history are clear: respecting, protecting, and fulfilling human rights is crucial
for preventing, detecting, responding to, and controlling public health threats. Failure
to adequately address the clear gap in current efforts to accelerate and assess IHR
implementation relating to human rights compromises global public health, undermines
the normative power of human rights the IHR were built upon, and fails to capitalize on
the strength of existing guidance for legally expressed human rights. States Parties
should rapidly include a legal review of their IHR implementing legislation and legal
environment for sufficient human rights protections, using the frameworks and process
described herein.

I. EVOLVING FOUNDATIONS FOR INTERNATIONAL
INFECTIOUS DISEASE LAWS
A.

FROM NATIONAL TO INTERNATIONAL – COMMERCE TO HUMAN RIGHTS

Throughout history, States have sought to prevent the spread of disease between nations,
however the rationale for this cooperation has evolved over time: from purely economic
interests to recognition of public health as a public good and a human right. In the 14th
century, laws ordering the isolation and observation of suspected bubonic plague
infected individuals, their contacts, travelers and merchants spread in parallel with the
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disease throughout Europe.1 However, the laws that promulgated these health measures
were jurisdictionally limited and guided largely by self-interest and the protection of
commerce. It was not until the mid-nineteenth century that international cooperation in
public health became a necessity as the progress of the industrial revolution brought
mass migrations from rural to urban areas and between nations.
As steam trains and ships became more efficient at moving people and goods, they also
became more efficient at moving contagious disease.2 In response to successive cholera
outbreaks throughout Europe, States relied on quarantines and imposed burdensome
restrictions on travel, trade and commerce.3 Travelers and merchants were subjected to
compulsory quarantines and invasive medical treatments, merchant vessels were
disabled, and cargo destroyed. 4 Recognizing the impacts of these measures on
economies, States sought an international approach to infectious disease control and in
1851, twelve countries met in Paris for the first International Sanitary Conference,
marking the beginning of international health law.5 Over the subsequent nine decades,
the International Sanitary Conventions (ISCs) were adopted and revised, and included
nearly 50 States by 1938.6 Despite changes in the diseases these agreements sought to

1
George Rosen, A History of Public Health (Johns Hopkins University Press, (Expanded Edition
1993), 1958), 44.
2
David P Fidler, ‘The Globalization of Public Health: The First 100 Years of International Health
Diplomacy’ BULLETIN OF THE WORLD HEALTH ORGANIZATION (2001) at 843; NEVILLE M
GOODMAN, INTERNATIONAL HEALTH ORGANIZATIONS AND THEIR WORK (Churchill Livingstone,
1971), at 318.
3
David Fidler, From International Sanitary Conventions to Global Health Security: The New
International Health Regulations, 4 Chinese Journal of International Law 325 (2005), at 329.
4
Norman Howard-Jones, The scientific background of the International Sanitary Conferences,
GENEVA: WORLD HEALTH ORGANIZATION (1975).
5
Id. at 12. The States were Austria, France, Great Britain, Greece, the Papal States, Portugal,
Russia, Sardinia, Spain, the Two Sicilies, Tuscany, and Turkey.
6
Id. at 98.
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protect against in subsequent revisions, the motivation for this continued cooperation
remained economic interests and national security,7 rather than the goal of protecting
the public’s health as a recognized public good or human right.8
The outbreak of the Second World War not only interrupted international cooperation
for infectious disease, but the horrors over the course of the war resulted in a profound
shift of international political will. The establishment of the United Nations, and with
it, the WHO in 1948, marked the beginnings of a new global framework for cooperation
in health, underpinned by a broader philosophy for these newly formed international
institutions grounded in peace, security, and human-rights.
1.

The WHO and the establishment of a global sanitary regime

In 1948, the ISCs were brought under the mandate of the newly established WHO, and
in 1951, the ISCs were replaced by a single legal instrument: the International Sanitary
Regulations (ISR 1951). The ISR 1951 were adopted by the World Health Assembly
(WHA) – the WHO’s primary decision-making body, meeting annually and composed
of WHO Member States – and constituted the first time a single legal regime for
infectious diseases applied globally. The WHO Constitution empowers the WHA to adopt
regulations concerning “sanitary and quarantine requirements and other procedures designed
to prevent the spread of international disease”. 9 Uniquely under international law, these
regulations are automatically binding on all WHO Member States unless otherwise opted

7
David P. Fidler, Emerging Trends in International Law Concerning Global Infectious Disease
Control1, 9 EMERG INFECT DIS 285–290 (2003), at 285–286
8
Lawrence O. Gostin & Rebecca Katz, The International Health Regulations: The Governing
Framework for Global Health Security, 94 THE MILBANK QUARTERLY 264–313 (2016) at 266.
9
WHO Constitution, Article 21(a).
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out.10
Over the subsequent half-century, the ISR 1951 were updated and revised, and were
renamed the International Health Regulations in 1969 (IHR 1969). The focus of these
revisions was largely on changing the list of diseases and their specific control measures,
however, despite the development of international human rights law over the latter half
of the 20th century, including the WHO’s work on the right to health, the IHR 1969
failed to expressly include corresponding protections for human rights. The IHR 1969
did, however, set out the maximum measures States Parties could require against
individual travelers, 11 and required that such measures were to be applied without
discrimination; 12 individuals under surveillance were not to be isolated or prevented
from moving freely; and any measures imposed, such as regular reporting by the
individual, must be permitted for in national legislation. 13 The IHR 1969 did limit
certain invasive measures that States Parties may have otherwise required travelers to
comply with, despite being ineffective for preventing the spread of international disease:
for example, States Parties could not require vaccination against plague as a condition
of entry to their territory,14 nor could States Parties require persons to submit to rectal
swabbing. 15 Finally, the IHR 1969 prevented States Parties from charging travelers for
any medical examination or vaccination they were required to undergo.16 While these
provisions granted implied human rights protections, none of these articles were
10

WHO Constitution, Article 22.
IHR 1969, Article 23.
12
IHR 1969, Article 24.
13
IHR 1969, Article 27.
14
IHR 1969, Article 51.
15
IHR 1969, Article 64 (1).
16
IHR 1969, Article 82.
11
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couched in human rights language or by express reference to human rights protections,
despite the explicit inclusion of human rights – specifically, the right to health – in the
WHO Constitution, and the intense development of international human rights law over
this same time-period – including the adoption of the ICCPR and ICESCR three years
prior in 1966. Despite WHO and WHO Member States’ efforts throughout the 1990s to
significantly revise the regulations, it took the emergence and international spread of a
previously unknown infectious disease to serve as the impetus for change to address the
numerous weaknesses in the IHR 1969, including the absence of explicit human rights
protections.
2.

Reforming the IHRs in the shadow of SARS

In late 2002, an outbreak caused by the previously unidentified severe acute respiratory
syndrome (SARS) coronavirus began in Guangdong province in Southeastern China. China
delayed reporting the outbreak out of concerns that international travel and trade restrictions
would be imposed to control its spread, hampering economic growth.17 Although China did
not have an obligation under the IHR 1969 to notify the WHO or the international
community of SARS, the failure to share information about the outbreak in an accurate and
timely manner broke expected international norms, undermining not only global health
security, but China’s image as a responsible member of the international community.18 SARS
quickly spread globally,19 and the international community called for China to accurately
and promptly report cases and allow WHO officials into the country to assess and map the

17
YANZHONG HUANG, THE SARS EPIDEMIC AND ITS AFTERMATH IN CHINA: A POLITICAL
PERSPECTIVE (2004), at https://www.ncbi.nlm.nih.gov/books/NBK92479/.
18
Id.
19
WHO, “SARS: How a global epidemic was stopped” (2006) (Geneva: WHO), at 44-45.
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virus.20 In March 2003, the new Hu Jintao – Wen Jiabao Chinese leadership took office, and
with them, China’s official approach to SARS was turned around to one of relative openness
and proactivity.21 By July 2003, SARS had rapidly spread to 37 countries around the world.22
China’s delays in accurately reporting the SARS outbreak drew international condemnation,
including from then–WHO Director-General Gro Harlem Brundtland,

23

and were

compounded by domestic secrecy laws that prohibited the sharing of information about
public health outbreaks. 24 Once the outbreak became international knowledge, Chinese
officials imposed quarantines and strict cordons sanitaires, closing universities, apartment
buildings, and even villages, including mass quarantines affecting more than 30,000 people
in Beijing alone. 25 These public health measures were criticized for their arbitrary and
discriminatory application and inconsistency with the legitimate use of quarantines or
isolation measures to protect public health. 26 While not covered by the scope of the
regulations, these measures also intersected with international human rights law, including
protections of the right to life, right to health, right to freedom of movement, and freedom

20

Lai-Ha Chan, Lucy Chen, and Jin Xu, “China’s Engagement with Global Health Diplomacy: Was
SARS a Watershed?,” PLoS Med 7, no. 4 (April 27, 2010): e1000266.
21
Id.
22
Richard D. Smith, “Responding to Global Infectious Disease Outbreaks: Lessons from SARS on
the Role of Risk Perception, Communication and Management,” Social Science & Medicine 63, no.
12 (December 2006): 3113–23, doi:10.1016/j.socscimed.2006.08.004.
23
Fiona Fleck, ‘How SARS Changed the World in Less than Six Months’(2003) 81(8) Bulletin of
the World Health Organization.
24
HUANG, supra note 19, citing “Regulation on State Secrets and the Specific Scope of Each Level
of Secrets in Public Health Work [卫生工作中国 家秘密及其密级具体范围的规定]” in Li
Zhidong, and Tan Wenxiang (eds) (1999) Zhonghua renmin gonghe guobaomifa quanshu
[Encyclopedia on the State Secrets Law of the PRC]. (Changchun: Jilin Renmen chubanshe)
25
Huang, supra note 19; Centers for Disease Control and Prevention (CDC), ‘Efficiency of
Quarantine during an Epidemic of Severe Acute Respiratory Syndrome--Beijing, China, 2003,’
(2003) 52(43) MMWR. Morbidity and Mortality Weekly Report.
26
‘US Criticised China over Death Penalty for SARS Quarantine Violations’ (Agence FrancePresse 16 May 2003) at
http://global.factiva.com/redir/default.aspx?P=sa&an=afpr000020030516dz5g00mri&cat=a&ep=AS
E.

10/61

of speech.27 While SARS demonstrated the limitations of a specified set of public health
threats in the modern era, it also demonstrated how any revision of the regulations would
also need to establish corresponding limitations on the permissible health measures States
Parties could use in responding to public health threats.
B.

TOWARDS GLOBAL GOVERNANCE: THE REVISED INTERNATIONAL HEALTH
REGULATIONS (2005)

In 2005, the WHA adopted the revised International Health Regulations (2005) (IHR),
entering into force two years later in 2007 and instilling the beginning of a “new public
health world order”.28 There are 196 States Parties to the IHR, including all 194 WHO
Member States who are automatically bound under the WHO Constitution unless they optout,29 as well as two observer States that have adopted the text.30 The IHR aim to prevent,
protect against, control and respond to the international spread of disease through public
health measures that avoid unnecessary interference with international travel and
trade. 31 Unlike the previous “classical regime”, 32 the revised IHR are not limited to a
specified set of diseases but instead apply to events, being any disease or occurrence that
creates the potential for disease, regardless of origin or source, that could present a
significant harm to humans.33 All States Parties have an obligation to notify the WHO of
27

David Fidler, ‘SARS and International Law’ (2003) 8(7) ASIL INSIGHTS.
Editorial, ‘A new public health world order’, THE LANCET INFECTIOUS DISEASES, 4(8) 2004, at
475.
29
Member States may expressly object to the IHR, however no Member State did so: per article
21(a) and article 22 of the Constitution of the World Health Organization (1948). India and the
United States of American were the only countries to lodge formal reservations and understandings
to the IHR(2005). Iran lodged an objection to the United States of America’s reservation.
30
WHO, States Parties to the International Health Regulations (2005), at
http://www.who.int/ihr/legal_issues/states_parties/en/.
31
IHR, article 2.
32
Fidler, supra note 3.
33
IHR, article 1.
28
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a potential public health emergency of international concern (PHEIC),34 and must not
unnecessarily restrict international travel or trade with any public health measures they
take to prevent the spread of disease.35 The WHO Director-General is empowered to
declare whether a PHEIC exists and can issue recommendations to States Parties on the
health measures they should – or should not – take to address the health risk. 36
1.

Core Capacity Obligations

The IHR require States Parties to implement a series of minimum public health
capacities, known as “core capacities” for surveillance, notification, response, and the
containment and control of infectious disease at points of entry, such as airports, ground
crossings, and ports.37 These thirteen core capacities enable States Parties to be able to
meet their corresponding IHR legal obligations including detecting infectious diseases,38
notify the WHO of events that may constitute a potential PHEIC,39 and mount effective
responses to public health risks. 40 Following consultation with States Parties, the WHO
developed a framework to define the content and scope of core capacities (see Table 1 below)
and to assist States Parties in meeting their IHR obligations and self-assess their compliance.
Table 1 – IHR Core Capacities

Capacities to detect, assess, report, and respond:

Capacities at:

National legislation, policy, and financing

Ports of entry

National IHR 2005 Focal Point and Coordination

Capacities to address specific types of events:

34

IHR, article 6.
IHR, article 43.
36
IHR, articles 12 and 15.
37
IHR, Annex 1.
38
IHR, article 5.
39
IHR, article 6 and using the decision matrix set out in IHR, Annex 2.
40
IHR, article 13.
35
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Laboratories

Zoonotic

Surveillance

Radiation

Preparedness

Chemical

Response

Food safety

Human Resources
Risk Communication

2.

The National Legislation Core Capacity

While all the core capacities are central to the effective implementation of the IHR, the
National Legislation core capacity is particularly relevant to the analysis of how States
Parties are ensuring that their human rights obligations under the IHR are satisfied.
The IHR principles state that in accordance with the Charter of the United Nations and
principles of international law, States Parties have “the sovereign right to legislate and to
implement legislation in pursuance of their health policies”, however in doing so “they
should uphold the purpose of these Regulations”.41 The National Legislation core capacity
requires States Parties to have an “adequate legal framework to support and enable
implementation of all of their obligations and rights”. 42 For some States Parties,
implementation of the IHR “may require that they adopt implementing or enabling
legislation for some or all of these obligations and rights”.43 To date, analysis of States
Parties’ implementation of the National Legislation core capacity have focused on the
challenges of federalism and the substantive content of legislation that enables other

41

IHR, Article 3(4).
WHO (2011) “Checklist and Indicators for Monitoring Progress in the Development of IHR Core
Capacities in States Parties” WHO/HSE/IHR/2010.1.Rev.1. at
https://www.who.int/ihr/IHR_Monitoring_Framework_Checklist_and_Indicators.pdf.
43
Id.
42
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core capacities, such as surveillance and laboratory capacities.44 However, assessment of
the scope of the National Legislation core capacity has not typically included an examination
of whether national systems provide adequate protection for human rights. Crucially, the
content or source of those human rights are also left open to interpretation.
C.

IMPLEMENTATION OF THE IHR

Domestic implementation of the IHR has been frustratingly slow and incomplete. States
Parties have a set timeline to meet their IHR implementation obligations (see Figure 1
below). Initially, States Parties were given a timeline of five years following the IHR’s
entry into force in 2007, and were required to assess, develop, and maintain these core
capacities. By this initial deadline in 2012, only 2 out of then 195 Member States (22%)
reported complete implementation of the IHR core capacities.45 Extensions were granted to
Member States, however by the second deadline in 2014, a total of 64 out of 196 Member
States reported that they had implemented and met the IHR core capacities.46 As a result, in
2015 the WHA extended the implementation deadline to 2016 for all 81 States Parties
that had requested extensions, and committed to supporting 60 priority States Parties to
meet their core capacity obligations by 2019. As Gostin and Katz note, the WHO’s

44
See for example, Benjamin Mason Meier et al., Examining National Public Health Law to Realize
the Global Health Security Agenda, 25 MED LAW REV 240–269 (2017); Rebecca Katz & Sarah
Kornblet, Comparative Analysis of National Legislation in Support of the Revised International
Health Regulations: Potential Models for Implementation in the United States, 100 AM J PUBLIC
HEALTH 2347–2353 (2010); Joseph F Wamala et al., Assessment of core capacities for the
International Health Regulations (IHR[2005]) – Uganda, 2009, 10 BMC PUBLIC HEALTH S9 (2010)
45
John Kerry, Kathleen Sebelius and Lisa Monaco, ‘Why Global Health Security Is a National
Priority’ CNN <http://www.cnn.com/2014/02/12/opinion/kerry-sebelius-health-security/index.html>;
Gostin LO and Phelan A, ‘The Global Health Security Agenda in an Age of Biosecurity’ (2014) 312
JAMA 27.
46
Ebola Interim Assessment Panel, Report of the Ebola Interim Assessment Panel (World Health
Organization), Jul. 7, 2015, at http://www.who.int/csr/resources/publications/ebola/report-bypanel.pdf; at 10.
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“pattern has been to accept continual delays in State Party compliance” with the IHR.47
Figure 1 – IHR Implementation Timeline

June 2016

June 2012
June 2007
• IHR 2005 enter
into force

1.

• 3rd Deadline:
81 States
Parties granted
an extension in
exceptional
circumstances

• 1st Deadline:
States Parties
must meet IHR
2005 core
capacities

June 2009

June 2014

June 2019

• States Parties to
conduct
assessments

• 2nd Deadline:
States Parties
granted an
extension

• 4th Deadline:
assistance for
60 priority
States Parties

The Global Health Security Agenda

In light of growing frustration at the lack of progress on IHR implementation, then United
States President Barack Obama launched the Global Health Security Agenda in February
2014 – only a few months before the Ebola epidemic in West Africa gained significant
international attention. The Global Health Security Agenda (GHSA) is a partnership of more
than 60 countries, international organizations including the WHO, non-governmental
organizations, as well as public and private entities. The GHSA aims to “accelerate progress
toward a world safe and secure from infectious disease threats” by building enhanced
prevention, robust detection, and effective response capacities in the world’s least developed
countries. To guide IHR implementation, the GHSA prioritizes eleven areas, known as

47

Lawrence O. Gostin & Rebecca Katz, The International Health Regulations: The Governing
Framework for Global Health Security, 94 THE MILBANK QUARTERLY 264–313 (2016), at 207.
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“action packages” (set out below in Table 2), categorized within the three goals of enhanced
prevention, robust detection, and effective response capacities.
Table 2 – GHSA Action Packages

Prevention

Detection

Response

1 – Antimicrobial Resistance

5 – National Laboratory System

9 – Emergency Operations Centers

2 – Zoonotic Disease

6 – Real Time Surveillance

10 – Linking Public Health with Law

3 – Biosafety & Biosecurity

7 – GHSA Reporting

11 – Medical Countermeasures and
Personnel Deployment

4 – Immunization

8 – Workforce Development

Despite their centrality to the IHR, human rights do not expressly feature in the GHSA
Action Packages. While the right to health is implicitly realized through the work of the
GHSA in improving infectious disease surveillance and outbreak response capacities, the
GHSA does not incorporate the lessons that led to the inclusion of human rights language in
the revision of the IHR, such as the role of civil society, scientists and the media as
surveillance sources. 48 While the action packages require participating countries to
implement legislation and policy, there is no requirement that countries ensure that such laws
are consistent with the human rights provisions under international health law or
international human rights law. The action package “Linking Public Health with Law” has
focused primarily on building coherence between law enforcement and scientists to be able
to respond to bioterrorism attacks from both public health and forensic angles. Many of the
48

Sara E. Davies, ‘Infectious Disease Outbreak Response: Mind the Rights Gap’ MEDICAL LAW
REVIEW 25(2) (2017).
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action packages engage human rights issues – on issues of surveillance and privacy rights,
medical countermeasures and bodily integrity or freedom of movement rights, and
interventions that may raise procedural rights issues – yet the GHSA includes no safeguards
that such activities are conducted in ways that respect, protect or fulfill human rights.
2.

The Joint External Evaluation Process

Initially developed within the GHSA context, the Joint External Evaluation (JEE) Process is
used by States Parties and international organizations to assesses progress in domestic
implementation of the IHR. Unlike the self-evaluation surveys conducted by States Parties,
under the JEE process experts conduct an external evaluation of States Parties’ progress in
implementing IHR core capacities and produce a mission report of their findings. As of May
2019, the JEE mission reports for more than 80 States Parties are publicly available.49 Under
the JEE process, the National Legislative core capacity is assessed by reference to two
indicators, “P.1.1 Legislation, laws, regulations, administrative requirements, policies or
other government instruments in place are sufficient for implementation of IHR (2005)” and
“P.1.2 The State can demonstrate that it has adjusted and aligned its domestic legislation,
policies and administrative arrangements to enable compliance with IHR (2005)”. Despite
the JEE’s thorough examination of legislation for express conflicts with IHR obligations, the
JEE process has not involved a contextual review that assesses whether fundamental human
rights protections under the IHR are integrated into national legislation and policies.

49

World Health Organization, Joint External Evaluation (JEE) mission reports, at
http://www.who.int/ihr/procedures/mission-reports/en/.
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II.

HUMAN RIGHTS PROVISIONS UNDER THE IHR

Human rights are central to the contemporary governance of infectious disease. On the
one hand, preventing, detecting, and responding to the international spread of disease is
a cornerstone of respecting, protecting, and fulfilling the right to health, as articulated
under a number of international human rights treaties, including the International
Covenant on Economic, Social, and Cultural Rights (ICESCR),50 which explicitly states
that the steps taken by ICESCR States Parties’ to realize the right to health include the
“prevention, treatment and control of epidemic, endemic … and other diseases”.51 On
the other hand, historical approaches to the spread of international disease, such as
quarantines, were used by States well before the development of modern international
human rights law, and so examining “the effects of public health interventions on civil
and political rights, such as security of person and freedom of movement”52 must not
only form part of, but also inform, contemporary international law to prevent the
international spread of diseases.
The centrality of human rights to the IHR is evident in their inclusion as the first of four
principles underpinning the regulations. States Parties are required to implement the
IHR “with the full respect for the dignity, human rights and fundamental freedoms of
persons”. 53 As a result, the human rights obligations on States Parties extend to all
aspects of IHR implementation, not simply with respect to travelers as was the case

50

ICESCR 1966, Article 12.
ICESCR 1966, Article 12(2)(c).
52
David P. Fidler & Lawrence O. Gostin, The new International Health Regulations: an historic
development for international law and public health, 34 THE JOURNAL OF LAW, MEDICINE & ETHICS
85–94 (2006), at 87.
53
IHR, Article 3(1).
51
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under past iterations of the regulations. Any health measure that a State Party takes in
accordance with the IHR must be applied in a way that is non-discriminatory and
transparent.54 While the IHR do not preclude States Parties from implementing health
measures within their own territory in response to a specific public health risks,55 or a
public health emergency of international concern, provided that the health measures are
in accordance with both national and international law, including international human
rights law, achieve at least the same level of protection of health as any
recommendations by the WHO, and cannot be more intrusive or invasive to individuals,
or more restrictive of international travel, than reasonably available alternatives.56
A.

TRAVELERS

The IHR include special protections for travelers (persons undertaking international
voyages) as the individuals most likely to come into contact with States Parties’ control
measures aimed at preventing the international spread of diseases. States Parties must
treat travelers “with respect for their dignity, human rights and fundamental freedoms”
and “must minimize any discomfort or distress associated with such measures, including
by… taking into consideration the gender, sociocultural, ethnic or religious concerns of
travellers”.57 Where States Parties impose health measures against travelers, they must
identify the public health risk,58 use an appropriate health response to the risk,59 and

54

IHR, Article 42.
Defined under IHR, Article 1 to be “a likelihood of an event that may affect adversely the health
of human populations, with an emphasis on one which may spread internationally or may present a
serious and direct danger”.
56
IHR, Article 43(2).
57
IHR, Article 32.
58
IHR, Articles 23(2), 31(1), and 31(2).
59
IHR, Articles 23(2), 23(5), 30, and 31(2).
55
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only implement measures that are no more intrusive or invasive of individuals than
reasonably available alternatives.60 The IHR establish a normative standard based on
travelers’ dignity and human rights to define the scope of health measures that States
Parties may take to prevent the international spread of disease into their territory.61 On
a traveler’s arrival or departure, States Parties may gather information on their travel history,
to assess possible exposure to an infectious disease, or destination, to enable any necessary
contact tracing, or require a non-invasive medical examination, provided that it is the least
intrusive examination necessary to achieve the relevant public health goal.62 Non-invasive
medical examinations include visual examination of the ear, nose and mouth, temperature
assessment using an ear, mouth or skin thermometer or thermal imaging, measuring blood
pressure, or externally collecting urine, faeces or saliva samples.63 If the initial examination
shows a public health risk exists, on a case by case basis, States Parties may apply additional
health measures to the affected or suspected traveler, provided that such measures are the
least intrusive and least invasive means to prevent the international spread of disease and are
consistent with the IHR, including avoiding infringements of human rights.64 States Parties
cannot conduct any medical examination (invasive or non-invasive), vaccination,
prophylaxis or other health measure without a traveler’s prior express informed consent or,
for travelers without capacity to give fully informed consent, parental or guardian consent.65
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If there is an imminent public health risk and a traveler does not consent to an invasive
medical examination, or refuses to provide the information necessary for history or contact
tracing, States Parties may compel or advise the traveler to undergo the least invasive and
intrusive medical examination necessary, vaccination, prophylaxis, or other health measures
such as quarantine or isolation.66 In keeping with human rights standards, States Parties must
provide adequate food, water, accommodation, clothing, protection of possessions, medical
treatment and means of communicating in a language understood for any travelers that are
quarantined, isolated or subjected to medical examination or other public health
procedures.67
The WHO’s role in monitoring compliance with these provisions of the IHR is dependent on
an accountability process, where a States Party must inform the WHO if it implements health
measures that significantly interfere with international travel (such as preventing entry or
departure of travelers for more that 24 hours), while also provide the public health rationale
and scientific basis of this decision.68 The WHO can request that the State Party reassess the
necessity of these measures, but the IHR lack any formal enforcement mechanism or process
if a State Party is violating or unduly burdening human rights. Given that this provision is
limited to measures that affect international traffic, domestic measures that exceed WHO
recommendations are not reportable to the WHO and subject to this accountability process.
B.

HUMAN RIGHTS AND PHEICS

As noted above, the WHO Director-General may declare events – manifestations of diseases
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or occurrences that may give rise to disease – public health emergencies of international
concern (PHEIC).69 States Parties must notify the WHO of any and all events that potentially
constitute a PHEIC.70 The WHO may also receive information about possible events that
from a broad range of non-state sources, including from the media, civil society, and
countries that are not WHO Member States. 71 While this filled the critical gap in past
versions of the regulations, as highlighted during SARS, 72 the implementation of this
provision has been difficult in practice, with scientists and civil society denied the use of this
right to share information.73
The WHO Director-General can independently declare whether such an event constitutes a
PHEIC,74 and may then issue temporary recommendations to WHO member states on the
measures they should, or should not, implement to address the public health threat.75 These
recommended measures may include how persons and goods are to be treated by countries,
including recommendations either for or against restrictions at points of entry (land borders,
airports and ports), the use of quarantine or isolation, the requirements of medical
examinations, treatments, or vaccinations, contact tracing, access to medical records, or
travel and trade restrictions.
Temporary recommendations must be implemented with full respect for the dignity, human
rights, and fundamental freedom of persons. This protection of human rights is enshrined in
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the factors that the WHO Director-General may consider in issuing, modifying or
terminating recommendations, which include health measures that (on the basis of a risk
assessment) are not more intrusive to persons than reasonably available alternatives.76 While
these temporary WHO recommendations are non-binding and non-enforceable under
international law, they are intended to carry normative weight and provide an informal basis
for accountability if States Parties do not follow them.
C.

COMPLIANCE WITH IHR HUMAN RIGHTS OBLIGATIONS

Despite no WHO Member State opting–out of the IHR, States Parties have not always
complied with the IHR’s human rights obligations when imposing health measures. During
the 2014 – 2016 Ebola epidemic in West Africa, the most-affected countries – Guinea,
Liberia, and Sierra Leone – implemented a triangular cordon sanitaire over the region where
the three national borders meet.77 Historically, this triangular area had been subjected to prior
colonial campaigns of cordoning entire villages affected by infectious disease epidemics.78
Effectively implementing a cordon sanitaire inherently impedes the right to freedom of
movement, however during an extraordinary public health event, it may be the least
restrictive option based upon scientific principles and available evidence. However if not
implemented in accordance with human rights, cordons sanitaires risk the deprivation of
other human rights, including the right to health, the right to food, the right to water and the
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non-derogable right to life.79 In response to this health measure, the WHO stated that the
even where a cordon sanitaire may have a public health benefit, “human rights have to be
respected”. 80 In contrast to the cordon sanitaire, the Liberian government imposed an
expansive quarantine over the West Point area of Monrovia in August 2014, despite public
health recommendations to the contrary, forcing at least 75,000 people to remain in
overcrowded and unsanitary conditions.81 After ten days of restrictions on access to food,
water and other essentials – resulting in deadly clashes between residents and the military –
the government was forced to remove the quarantine order.82 Tested by the 2014-2016 Ebola
epidemic, the public health and human rights safeguards contained in the IHR proved
insufficient to prevent the use of unnecessary and IHR-non-compliant domestic health
measures.
The responses of States Parties seeking to prevent the international spread of disease into
their territory have also undermined the human rights principles enshrined in the IHR.
Despite the normative authority of temporary recommendations issued during a PHEIC,
States Parties implemented health measures contrary to the WHO recommendations during
both the H1N1 influenza PHEIC and the 2014-2016 Ebola PHEIC.83 For example, WHO’s

79
Andraž Zidar, ‘WHO International Health Regulations and human rights: from allusions to
inclusion’ (2015) 19 THE INTERNATIONAL JOURNAL OF HUMAN RIGHTS.
80
McNeil Jr., supra note 79.
81
Norimitsu Onishi, ‘“Quarantine for Ebola Lifted in Liberia Slum’ (The New York Times 29
August 2014) at https://www.nytimes.com/2014/08/30/world/africa/quarantine-for-ebola-lifted-inliberia-slum.html.
82
Joseph Amon, ‘What Turns a Few Cases of Disease into Thousands?’ (Human Rights Watch 12
September 2014) at https://www.hrw.org/news/2014/09/12/what-turns-few-cases-disease-thousands.
83
World Health Organization, ‘No rationale for travel restrictions’ (World Health Organization 1
May 2009) at http://www.who.int/csr/disease/swineflu/guidance/public_health/travel_advice/en/;
World Health Organization, ‘Statement on the 1st meeting of the IHR Emergency Committee on the

2014 Ebola outbreak in West Africa’ (World Health Organization 8 August 2014) at
http://www.who.int/mediacentre/news/statements/2014/ebola-20140808/en/.

24/61

temporary recommendations during the Ebola PHEIC advised that there should be no ban
on international travel or trade – including the banning of flights from affected countries,
visa or border restrictions – as such bans infringe upon the freedom of movement and
correspondingly limit life-saving humanitarian provisions and critically needed medical
professionals from reaching the affected countries. Despite this, nearly 30 States Parties
imposed travel bans by late 2014, including Australia and Canada, both high-income
countries with developed public health systems.84 To assure greater compliance, in October
2015, WHO Director-General Margaret Chan called for accountability mechanisms to be
established under the IHR, including sanctions for countries that restrict international travel
and trade.85 This was echoed in the report of the Ebola Interim Assessment Panel, tasked
with reviewing the IHR and WHO in response to the Ebola epidemic. 86 However other
independent reviews, such as the Harvard-LSHTM Independent Panel on the Global
Response to Ebola, concluded that economic incentives and the use of existing WHO powers
to publicly examine States Parties’ rationales for their health measures may be more
effective.87

III.

MAKING THE CONNECTION TO INTERNATIONAL HUMAN RIGHTS LAW

While often used interchangeably “human rights” and “international human rights law” are
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distinct concepts. Human rights are the rights necessary to ensure human dignity that all
human beings are inherently entitled to. Human rights are universal – regardless of sex, age,
race, gender, religion, nation, location, or other status – and they are interdependent and
indivisible: as the realization of one human right advances other rights, and the violation of
one human right adversely impacts other human rights. To provide clarity of the content of
rights and to guarantee these rights at law, human rights are often articulated in national and
international laws. At the international level, human rights are expressed and guaranteed
under treaties, customary international law, general principles and other sources of
international law.
Despite the prominence of human rights in the IHR, there is currently no guidance on the
scope, content, or legal source for the elements of human rights obligations under the IHR.
As a result, the references to human rights in the IHR are largely heuristic: like the Charter
of the United Nations,88 references to human rights in the IHR are largely to human rights
generally, not to specified articulations of human rights under international law. As a result,
as Crawford notes:
While “human rights” is a convenient category of reference, it is also a potential
source of confusion. Human rights problems arise in specific factual and legal
contexts. They must be decided by reference to the applicable law, whether it is the
law of a particular state, the provisions of a convention, or principles of general
international law.89
Within these laws are the expression of the standards and content of legally guaranteed
human rights and include the two comprehensive International Covenants which “constitute
88
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a detailed juridification of human rights”:90 the International Covenant on Economic, Social
and Cultural Rights (ICESCR) and the International Covenant on Civil and Political Rights
(ICCPR), both adopted by the United Nations General Assembly in 1966. Under ICESCR,
States Parties “recognize” certain human rights, including the right to health,91 immediately
guarantee that the rights under ICESCR will be exercised without discrimination of any
kind,92 and undertake to take steps to “the maximum of its available resources, with a view
to achieving progressively the full realization of the rights recognized in the present
Covenant by all appropriate means, including particularly the adoption of legislative
measures”. 93 In this respect, implementation of the IHR gives effect to States Parties’
obligations to respect, protect, and fulfill the right to health, especially given that ICESCR
expressly articulates that the right to health includes the prevention, treatment, and control
of epidemic and endemic disease.94
Under the ICCPR, the content of human rights are more specific and States Parties’
obligations to respect ICCPR rights are immediate, with States Parties undertaking “to
respect and to ensure to all individuals within its territory and subject to its jurisdiction the
rights recognized in the present Covenant” without discrimination, 95 and to ensure that
national legislation complies with the ICCPR. 96 The human rights expressed under the
90
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ICCPR include rights to physical integrity: such as the right to life (article 6), freedom from
torture (article 7), and slavery (article 8); rights to liberty and security of the person: such as
freedom from arbitrary arrest and detention (article 9) and humane treatment while deprived
of liberty (article 10); procedural fairness (articles 14 – 16); individual liberties: such as
freedom of movement (article 12), right to privacy (article 17), freedom of thought,
conscience and religion (article 18), and equality before the law (article 26).97
While the not expressly referencing the ICCPR, taken as a whole, the context and plain
meaning of text of the IHR is indicative of the circumstances and types of human rights dealt
with under the ICCPR. Namely, the IHR establish the conditions for permissible limitations
of human rights potentially affected by the acts of States Parties in implementing measures
to prevent, detect, and respond to the international spread of disease. As the human rights
potentially most likely to be affected by the acts of States Parties in implementing public
health measures are rights involving individual liberty and security of the person, the ICCPR
is the most applicable source of guidance for the content of human rights the IHR seek to
protect. The following sections first address core principles relating to the limitation of
human rights, before then examining the content of ICCPR rights and how they relate to
implementation of the IHR.
A.

EXPRESSLY PERMITTED LIMITATIONS

Certain rights under the ICCPR provide expressly permissible limitations. Article 12
provides for the right to liberty of movement and the freedom to leave any country, however
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States may restrict these rights provided the restriction is provided by law, necessary to
protect national security, public order, public health or moral or the rights and freedoms of
others, and the restriction is consistent with other rights under the ICCPR. 98 Similar
expressly permissible limitations can be found in Articles 18 (freedom of thought,
conscience and religion), 19 (freedom of expression), 21 (right of peaceful assembly), and
22 (right of freedom of association).
While not binding, the Siracusa Principles on the Limitation and Derogation of Provisions
in the International Covenant on Civil and Political Rights99 (“Siracusa Principles”) provide
interpretive guidance on assessing whether restrictions on such rights are legitimate. These
principles include requirements that limitations on a right must be provided for by law,100
must only be applied for the purpose to which it is prescribed,101 must not be applied in an
arbitrary manner, 102 must allow for the possibility of review, 103 and must not be
discriminatory in its application. 104 In addition, where a limitation is deemed to be
“necessary”, for example, for public health, it must be the least restrictive means available
to achieve a legitimate aim for a pressing public need.105 The Siracusa Principles provides
that where public health is the ground on which a limitation is invoked, such measures “must
be specifically aimed at preventing disease or injury or providing care for the sick and
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injured”,106 and that “[d]ue regard shall be had to the international health regulations of the
World Health Organization”.107
B.

DEROGATIONS

Derogations provide a very limited flexibility mechanism for States in particular emergency
situations to derogate from their obligations under the ICCPR and are distinct from
reservations or expressly permissible limitations allowed the ICCPR.108 It must first be noted
however that there are certain rights from which States may never derogate from, even in
times of national emergency.109 These non-derogable rights are expressly set out in article
4(2) of the ICCPR and include the right to life (article 6) and the right to freedom from
torture or cruel, inhuman, or degrading treatment (article 7).110 Non-derogation does not
impose a hierarchy of importance of ICCPR rights, but rather is a tool for what is otherwise
logical interpretation of the scope of certain ICCPR rights and their peremptory status.111
For example, a government’s legitimate attempts to control a national emergency would
never allow for the suspension of non-derogable rights such as those contained in articles 6
and 7.112 The HRC has also deemed that certain elements of the right of persons deprived
of their liberty to be treated with dignity (article 10) are non-derogable, even though article
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10 is not expressly contained in article 4(2) of the ICCPR’s list of non-derogable rights.113
In particular, the HRC notes that the central importance of the inherent dignity of the person
within the ICCPR (for example, its reference within the preamble and the non-derogable
article 7) reflects a norm of international law not subject to derogation.114 As a result, article
10’s protection of the right for persons deprived of liberty to be treated with dignity has a
non-derogable component which was affirmed in Giri v Nepal (1761/08) at para 7.9.
However, as Joseph and Castan,115 and Joseph,116 note, the HRC’s interpretive inclusion of
article 10 as a non-derogable right, despite it not being included in the expressed list of rights
in article 4(2), remains controversial.
For all other rights not addressed in reservations, expressly permitted limitations, or
identified as non-derogable, the ICCPR provides a very limited set of circumstances under
which a State may deviate from their obligation to respect, protect, or fulfil rights. Under
article 4(1), in a time of an officially proclaimed “public emergency which threatens the life
of the nation”, States may derogate from their ICCPR obligations. 117 The types of
emergencies that may constitute such an emergency include war or severe natural
disasters.118 While circumstance dependent, it is likely that a major epidemic of a serious
disease occurring within a State – either localized or part of a pandemic – would satisfy such
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an emergency. 119 The declaration of PHEIC by the WHO Director-General may be one
indicator that there is public emergency, but would likely still depend on the particular
circumstances of the relevant State. For example, during the 2014-2015 Ebola outbreak in
West Africa, when declaring a global PHEIC, the WHO Director-General advised Liberia,
Sierra Leone and Guinea to formally declare national emergencies, 120 with the outbreak
threatening social and political stability and security in the affected nations. For these three
countries, such an outbreak is consistent with the definitional guidance provided by The
Paris Minimum Standards of Human Rights Norms in a State of Emergency that a public
emergency must be an “exceptional situation of crisis or public danger, actual or imminent”
affecting “the whole population or the whole population of the area to which the [public
emergency] declaration applies”, constituting “a threat to the organised life of the
community of which the state is composed”.121 Under the Siracusa Principles, the threat must
constitute inter alia “the physical integrity of the population… or the existence or basic
function of the institutions indispensable to ensure and project the rights recognized in the
[ICCPR]”. 122 Assuming such an emergency exists, States are however limited in the
measures they may take. States may only derogate from their ICCPR obligations to the extent
strictly necessary (in a manner consistent with other obligations under international law) and
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must not involve discrimination solely on the grounds of race, color, sex, language, religion
or social origin.123
C.

HUMAN RIGHTS PARTICULARLY AT RISK FROM RESPONSES TO INFECTIOUS DISEASE

As demonstrated by the above discussion on expressly permitted limitations and derogations,
there are only a very small set of circumstances and rights for which States Parties can
deviate from their international obligations to respect, protect, and fulfill the ICCPR. The
likely rights engaged by overly burdensome control measures include the right to life (article
6), the right to freedom from torture, inhuman or degrading treatment (article 7), the right to
liberty security of the person (article 9), the right to human treatment for persons deprived
of their liberty (article 10), the right to freedom of movement (article 12), and the right to
privacy (article 17).

1.

The Right to Life – Article 6

The right to life is enshrined in article 6 of the ICCPR. In its General Comment 6 on the right
to life, the Human Rights Committee described this right as “the supreme right”.124 Under
article 6, States are bound by both positive and negative obligations: states must not
arbitrarily or unlawfully deprive an individual of life, but they must also take steps to enable
life. Section 75 does not adequately consider the serious risks to human life as a consequence
of adverse drug interactions, side-effects, and contraindicated medical conditions. Without
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medical advice and counselling, information on prophylaxis, vaccination, or treatment, or
even when faced with a criminal penalty, individuals may submit to treatments they
otherwise would refuse. The prioritisation of a quarantine officer’s opinion of a public health
threat over an individual’s medical circumstances in the absence of a less intrusive
alternative or medical guidance, further compounds the potential pressure placed on
individuals to submit to requests that may violate their right to life. Article 6 is a nonderogable right, and so even in circumstances of a national emergency – where the pressing
public health threat is deemed by quarantine officers to override individual consent or
medical circumstances – States Parties are required to respect, protect, and fulfil the right to
life.
2.

Right to Freedom from Torture or Cruel, Inhuman, or Degrading Treatment

– Article 7
The right to freedom from torture or cruel, inhuman, or degrading treatment is enshrined in
article 7 of the ICCPR. The right expressly provides that “in particular, no one shall be
subjected without his free consent to medical or scientific experimentation”. Like article 6,
article 7 is an absolute right and is non-derogable. Two hypothetical scenarios may arise at
points of entry that engage this right. In the first hypothetical, an individual is subjected to
medical treatment without freely given consent due to the prospect of a criminal charge and
penalty inducing compliance. In this scenario, there are no side effects or other medical
reasons to contraindicate the treatment. In the second hypothetical, an individual is subjected
to medical treatment without freely given consent, however the individual suffers from an
existing medical condition or is taking medications contraindicated for the intended
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treatment, and as a result experiences pain, suffering, long term health effects, or even death.
As Joseph and Castan note, a prohibition on “medical experimentation” is much narrower
than a prohibition on medical “treatment”, and non-experimental medical treatment, even
without consent, would have to reach a degree of severity to amount to an article 7 violation.
The second hypothetical provides an example of treatment that may reach this threshold.
For example, Joseph and Castan note the many Human Rights Committee communications
that have concluded that sterilization of women without their consent amount to article 7
breaches. 125 In Brough v Australia, 126 the Human Rights Committee found that the
prescription of anti-psychotic medicine to an incarcerated boy without his consent did not
constitute a breach of article 7 as it was intended to control self-destructive behavior,
prescribed by a general practitioner, and only continued once the prisoner was examined by
a psychiatrist. This case can be distinguished from hypotheticals likely to arise under
domestic laws. Firstly, quarantine or border officers may be tasked with making assessments.
Such officers may not be trained medical personnel, prescribing medication with the
knowledge of the individual’s medical history and the effects of the prophylaxis. In the
Brough case, the drug was initially prescribed by a general practitioner and subsequently a
psychiatrist and therefore had clear medical legitimacy. In addition, in Brough, the
medication was directly intended to control the prisoner’s self-destructive behavior. Less
restrictive measures to protect other prisoners – such as isolation – were used first before
compulsory medical treatment was used. Domestic laws must contain provisions for the least
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restrictive measures necessary to protect public health – such as isolation, quarantine, or
refusal of entry for travelers. It is possible that both hypotheticals, especially the second
hypothetical, could result in article 7 violations.
3.

Right to Privacy – Article 17

The right to privacy is contained in article 7 of the ICCPR and provides that no-one shall be
subjected to arbitrary or unlawful interference with their privacy nor to unlawful attacks on
their reputation. In the case of MG v Germany, a German regional court referred a woman
to undergo a psychiatric examination, without hearing or seeing the woman in person. The
Human Rights Committee noted that to “subject a person to an order to undergo medical
treatment or examination without the consent or against the will of that person constitutes
an interference with privacy, and may amount to an unlawful attack on his or her honour and
reputation”. 127 For such an interference to be lawful, it must be provided for by law,
consistent with the aims of the ICCPR, and reasonable in the circumstances of the case.128
In certain cases, where these requirements are not met, prophylaxis treatment – that may be
rendered compulsory through the operation of criminal offence provisions – may in fact be
“disproportionate to the end sought and therefore ‘arbitrary’”,129 violating an individual’s
right to privacy under article 17.
4.

Right to an Effective Remedy – Article 2(3)

Article 2(3) provides that States must ensure that where a person’s ICCPR rights have been
127
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violated, they shall have access to an effective remedy, notwithstanding that the violation
has been committed by persons acting in an official capacity. The absence of any form of
review procedure for the rights potentially violated by a quarantine officer’s decision is in
of itself a clear violation of article 2(3).
5.

Rights to Freedom from Arbitrary Detention – Articles 9(1), 10(1), and 12

There are several additional ICCPR rights that may be engaged by health measures
responding to infectious disease threats. Article 9(1) provides that every person has the
right to liberty and security of the person, including the right to freedom from arbitrary
detention or deprived of their liberty. Article 10(1) provides that all persons deprived of
their liberty shall be treated with humanity and respect for the inherent dignity of the
person. Article 12 provides that everyone lawfully within the territory of a State has the
right to liberty of movement and the freedom to leave any country. Article 12 contains an
expressly provided limitation provision, allowing for restrictions necessary to protect
public health and the rights and freedoms of others.130 Each of these rights centre around
the fundamental concept of individual liberty and may be engaged where an individual is
compulsorily detained awaiting an assessment or prohibited from leaving once refusing
treatment.
To demonstrate a violation under article 9, it would need to be shown that the detention was
arbitrary and was not provided for under a separate law. As discussed above, article 10(1)
may in fact amount to a non-derogable right. While controversial, this would mean that even
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in circumstances of a public health emergency, the State would need to demonstrate that the
treatment of the individual was humane and with respect to their inherent dignity. While
article 12 contains an expressly provided for limitation, this places the burden of
demonstrating the necessity of the restriction – and potentially its consistency with
interpretive documents such as the Siracusa Principles – on the State. Each of these rights
relate less to the core violations of domestic implementing laws, but rather to the
circumstances in which the powers are used. Given the potentially adversarial, authoritarian,
and emotionally charged situations that may arise at borders, it is important that these
corollary liberty rights are respected.
6.

Right to Freedom of Expression – Article 19

Article 19(2) guarantees the right of freedom of expression, which includes the right “to seek,
receive and impart information and ideas” of all kinds, however this right “carries with it
special duties and responsibilities”. As a result, the ICCPR provide that the right to freedom
of expression may be subject to restrictions where the restrictions are provided for at law,
and are necessary for the respect of the rights or reputations of other people, or for the
protection of national security, public order, or public health or morals.131 As noted above,
one of the most significant changes to the IHR was the inclusion of the WHO’s authority to
receive communications from non-State sources of potential public health threats. 132
Unjustifiable limitations imposed by States Parties on the right to freedom of expression may
interfere with the ability of information to be shared with the WHO, limiting the WHO’s
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capacity to receive such reports, and undermining the purpose and aims of the IHR.
***

While the IHR use the heuristic idea of human rights, given the centrality of human rights to
the principles, obligations, and limitations on States Parties under the IHR, effective
implementation of the IHR– in particular, States Parties’ broader national legislative contexts
– requires ensuring that the IHR’s human rights obligations are guaranteed in national
legislation.
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IV.

IMPLEMENTATION CASE STUDIES:

THE UNITED STATES AND AUSTRALIA
The implementation of the IHR is intended to be carried out with full respect for human
rights and fundamental freedoms; the laws, structures, and procedures that States Parties use
to meet their IHR obligations should be compatible with international human rights
obligations. By extension, satisfactory implementation of the IHR domestically should
ensure that human rights are respected, protected, and fulfilled for not only travelers but for
all residents. As Fidler and Gostin note, “international human rights law is relevant to
the interpretation and implementation of the new IHR”, however the IHR’s
“incorporation of human rights will suffer if [S]tates [P]arties do not integrate human
rights thinking into the operation of their respective public health systems”.133 As set
out above, full and effective domestic implementation of the IHR, including fully
satisfying the national legislation core capacity, is reliant on States Parties ensuring that
domestic legal regimes adequately protect relevant human rights as required under their
IHR binding legal obligations. For many States Parties, this will involve assessing
whether existing constitutional or statutory human rights protections adequately provide
the necessary safeguards, and consideration of parallel obligations under international
law, including the ICCPR. The case study of the United States below highlights the
importance of including consideration of human rights in the development of legislation
to ensure that legitimate public health goals are specifically worded to prevent human
rights violations and potential constitutional challenges. For States Parties that do not
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have bill of rights protections or similar, implementing the IHR human rights obligations,
and continuing to meet these and additional human rights obligations as public health
risks arise, relies on express safeguards in their domestic IHR implementation
legislation. The case study of Australia’s initial legislation purporting to implement the
IHR exemplifies this particular issue and demonstrates how States Parties cannot rely
on simply updating legislation without broader consideration of the human rights
implications. Both the United States and Australia are parties to the ICCPR. How States
Parties implement the IHR “is a turning point in how countries interact in a public health
emergency”. 134 As these two case studies demonstrate, effecting implementation of
international law domestically is challenging and cannot be done simply through the
direct legal transplant of obligations, but rather must be done with careful consideration
of the broader domestic jurisprudential context.
A.

THE UNITED STATES’ IMPLEMENTATION OF
THE IHR AND HUMAN RIGHTS

The process of updating domestic law in the United States to implement IHR obligations
has been slow, with the most recent implementing regulations adopted in 2017. Gaps in
the United States’ implementing laws demonstrate the importance of including
consideration of human rights in the development of legislation to ensure that legitimate
public health goals are specifically worded to prevent human rights violations and
potential constitutional challenges.
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1.

The United States as a State Party to the IHR

On 18 July 2007, the United States became a State Party to the IHR, one month later
than nearly all other WHO Member States. The United States was one of two States
Parties to submit reservations to the IHR. Under Article 22 of the WHO Constitution,
regulations adopted under Article 21 of the WHO Constitution – such as the IHR – enter
into force for all WHO Member States after due notice has been given of their adoption
by the WHA, unless a Member State notifies the Director-General of a reservation or
rejection within the a period specified by the notice.135 This notice is provided in Article
59(1) of the IHR, which states that Member States had 18 months in which to lodge any
reservation after the WHA’s adoption of the IHR on 15 June 2005, otherwise the
reservation would have no effect. The deadline for lodging reservations to the IHR was
Friday December 15, 2006. On Wednesday December 13, 2006, the United States lodged
a reservation with the WHO Director-General, expressly reserving the right to assume
its obligations under the IHR “in a manner consistent with its fundamental principles of
federalism” and that the IHR would be “implemented by the Federal Government or the
state governments, as appropriate and in accordance with our Constitution, to the extent
that the implementation of these obligations comes under the legal jurisdiction of the
Federal Government”.136
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2.

Public Health Powers Under United States Law

Under the Constitution of the United States (US Constitution), states have the primary
authority for preventing, detecting, and responding to public health threats within their
borders. However, through the operation of the US Constitution’s commerce clause, the
United States Congress is empowered to regulate commerce with foreign nationals and
between the states.137 As a result, federal laws include those that govern preventing,
detecting, and responding to the spread of infectious diseases entering the United States
from foreign sources and spread between the states. Under the Public Health Service
Act (1944), the United States Department of Health and Human Services (HHS) is
authorized to make and enforce regulations to prevent the introduction, transmission, or
spread of infectious diseases from foreign countries into United States states or
territories, or from one state or territory to any other state or territory.138 This authority
is exercised by the HHS Centers for Disease Control and Prevention (CDC) as the
regulations for the Control of Communicable Diseases (2017).139
3.

The United States’ IHR Implementation Process

Under the Public Health Service Act 1944, the CDC has power to apprehend and
examine individuals reasonably believed to be infected with a communicable disease in

States Parties agree to notify the WHO of “potential public health emergencies of international
concern, irrespective of origin or source, whether they involve the natural, accidental or deliberate
release of biological, chemical, or radionuclear materials”, (2) that the obligation to report to the
WHO as far as practicable of evidence received of an event occurring in another territory does not
extend to notifications that would undermine United States military operations, and (3) that the IHR
does not create judicially enforceable private rights.
137
Federal action is also supported by the US Constitution’s Necessary and Proper Clause.
138
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139
Department of Health and Human Services, Control of Communicable Diseases, 42 CFR §70 and
§71, 82 F.R. 6890 (January 19, 2017).
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its communicable period or before it is communicable during a public health
emergency.140 Rather than amending the Public Health Service Act 1944, much of the
domestic implementation process for IHR obligations has been through the amendment
of the regulations for the Control of Communicable Diseases, which provide definitions
and detail to give effect to CDC’s powers under the Public Health Service Act 1944.
Since the adoption of the IHR, the CDC has sought to amend the regulations to
implement the United States’ international obligations into domestic law, however the
“decade-long process of modernizing federal rules has been mired in controversy”.141
In 2005, the CDC attempted to expand the regulations,142 however the proposed rule
was unsuccessful,143 and was criticized for failing to include sufficient accountability
for decisions, and concerns regarding personal liberty and privacy.144 In 2012, the CDC
made minor amendments to the regulations, which included updating the definition of
“International Health Regulations or IHR” from the IHR 1969 to the IHR, five years
after the IHR entered into force, superseding the IHR 1969.145
In 2016, the CDC issued a proposed rule to amend the regulations and expressly

140

Public Health Service Act §361 (42 U.S.C. §264).
Lawrence O. Gostin & James G. Hodge, Reforming Federal Public Health Powers: Responding
to National and Global Threats, 317 JAMA 1211–1212 (2017) at 1211.
142
Department of Health and Human Services, Control of Communicable Diseases (Proposed Rule),
42 CFR Parts 70 and 71, 70 F.R. 71892-71948 (November 30, 2005).
143
James G. Hodge et al., Federal Powers to Control Communicable Conditions: Call for Reforms
to Assure National Preparedness and Promote Global Security, 15 HEALTH SECURITY 123–126
(2017) at 124.
144
Lawrence O. Gostin, Federal Executive Power and Communicable Disease Control: CDC
Quarantine Regulations, 36 HASTINGS CENTER REPORT 10–11 (2006).
145
Department of Health and Human Services, Control of Communicable Diseases: Interstate;
Scope and Definitions, 42 CFR Part 70, 77 F.R. 75880 (December 26, 2012); Department of Health
and Human Services, Control of Communicable Diseases: Foreign; Scope and Definitions, 42 CFR
Part 71, 77 F.R. 75885 (December 26, 2012).
141

44/61

implement the United States’ IHR obligations.146 The proposed rule attracted more than
15,800 public comments and was initially subject to criticism for its failure to address
crucial human rights issues.147 The final rule was issued on 19 January 2017, and while
some of the issues raised in the rule-making process were addressed, a number of
significant human rights issues persist,148 which has direct bearing on the United States’
obligations under the IHR.149
4.

The United States Domestic Law Implementing the IHR

The CDC is authorized to apprehend, detain, including quarantine and isolation, and
medically examine travelers arriving into the United States from foreign countries or
between states and territories if the CDC reasonably believes that the individual has
been exposed to or infected with a communicable diseases as specified in an executive
order issued by the President, known as “quarantinable communicable diseases”.150
As a result, travelers WHO are reasonably believed to have been exposed to a disease
may be quarantined and subject to medical examination before they are communicable,
as the regulations broadly define a public health emergency to include any
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communicable disease event the CDC Director considers has documented or significant
potential for interstate or international spread and highly likely to cause death or serious
illness, as well as any event that has either been notified to the WHO under the IHR as
a potential PHEIC or has been declared by the Director-General as a PHEIC.151 A federal
officer is deemed to have a reasonable belief that a traveler has a quarantinable
communicable disease where they show symptoms or indications of a communicable
diseases, including fever, rash, difficulty breathing, persistent cough, confusion,
headache with stiff neck, persistent diarrhea or vomiting, or other signs of being
obviously unwell.152 These symptoms are broad and may capture individuals with little
to no risk of infection with a quarantinable communicable disease, subjecting them to
detention for up to 72 hours and medical examination merely because there is overlap
of similar signs or symptoms.
5.

Implementation of IHR Human Rights Obligations

The regulations raise concerns with due process, which requires that the government
provides adequate notice to a person of a civil confinement, such as quarantine and
isolation, and that the government demonstrates to a neutral decision-maker there is
clear and convincing evidence that the detention is the least restrictive alternative. Due
process also requires that where an individual cannot afford counsel, the government
pays for it. The standard of “reasonable belief” to deprivations of liberty, such as
quarantine and isolation, is not consistent with these requirements and the United States
Supreme Court has held that “clear and convincing” evidence is the necessary standard
151
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for deprivations of liberty such as civil confinement. 153 The regulations also do not
provide for an independent hearing for this standard to be assessed prior to any
quarantine or isolation. CDC officials conduct any review of quarantine or isolation
orders, although it cannot be conducted by the CDC official who made the original
confinement order. 154 It is unlikely that this safeguard is sufficient to ensure due process
as guaranteed by the US Constitution.155 Furthermore, there is no requirement under the
regulations that quarantine or isolation only be used when the detention is the least
restrictive alternative. While these matters were raised in the rule-making process, they
were retained in the final rule
These issues highlight a number of gaps in the implementation of the IHR. Firstly, the
regulations may lead to circumstances that directly conflict with established human
rights principles regarding freedom of movement, the right to an effective remedy, and
the right to freedom from arbitrary detention. In the absence of other guidance under the
IHR, these rights are presumably the exact types of human rights the IHR requires that
States Parties consider when implementing their obligations. As a party to the ICCPR,
this also raises similar issues with the United States’ direct obligations under
international human rights law. The regulations also raise potential issues with the
express human rights protections under the IHR that travelers should only be subject to
health measures that are based on scientific evidence and are the least invasive and
intrusive measure necessary to prevent an imminent public health risk.156 The proposed
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rule initially included authorization for the CDC to require medical examinations,
vaccinations, and treatments without specific, informed consent, providing that an
“individual’s consent shall not be considered as a prerequisite to any exercise of any
authority”. 157 This requirement was removed in the final rule, and would otherwise
potentially conflict with the right to freedom from inhuman treatment, as well as the
IHR express human rights protections that no medical examination, vaccination,
prophylaxis or health measure is to be carried out without prior informed consent, except
where there is an imminent public health risk, and where it is the least invasive and
intrusive measure available. In addition, the final rule incorporated additional human
rights protections. Under the regulations, travelers’ private information is subject to
privacy protections, consistent with Article 42(2) of the IHR which set out permissible
disclosures, subject to protection of privacy rights. Further, the regulations require the
CDC to pay for the care and treatment of individuals subject to apprehension, medical
examination, quarantine and isolation. This is consistent with Article 40 of the IHR
which prevents States Parties from charging individuals subject to health measures.
***

In many ways, the rule-making process for the CDC regulations not only fulfilled their
intended purpose of increasing public participation but ensured that the final regulations
issued were more in line with community expectations and legal protections for human
rights, and civil liberties, as well as improving compliance with IHR obligations. As
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highlighted, the case study of the United States demonstrates that even with
constitutional rights guaranteed, the effectiveness and public trust in the implementing
law will suffer if fundamental human rights protections are not included in the domestic
law. The risk in doing so is that a successful constitutional challenge will result in an
unnecessary diversion of resources, compromise public trust in health authorities, and
potentially undermine associated necessary laws for ensuring public health while
resolving the impact of a court decision. In addition, given the United States’ leadership
role not just in global health, but in implementation of the IHR through its leadership
with the GHSA, the CDC’s regulations have significant normative weight, and may be
used as a model for other countries that may not have similar constitutional protections
guiding the interpretation of domestic law to ensure the protections of human rights.

B.

AUSTRALIA’S IMPLEMENTATION OF THE IHR AND HUMAN RIGHTS

Australia was one of the first countries to purport to implement national legislation to
implement the IHR. This was perhaps unsurprising as Australia took a leading role in
the negotiation of the revision process for the IHR, 158 despite Australia’s status
throughout the negotiations as the only WHO Member State not bound by the IHR 1969:
in 1970 the WHA deemed that the reservations Australia had submitted to the regulations
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were so sweeping as to amount to a rejection of the IHR 1969 in full.159 The case study
of Australia’s implementation of the IHR provides an example of how simply updating
existing legislation, without a broader consideration of the human rights implications,
may not be sufficient, and result in the need to conduct more significant legislative
revisions. This case study first examines Australia’s initial attempt to implement
legislation to comply with the IHR. The case study then briefly explores the human
rights issues that arose as a result, and the potential consequences in the absence of a
constitutional or statutory bill of rights. The case study then examines the revised
legislation entered into force in 2016 and the legislative lessons from this process.
1.

Australia's first implementation – the National Health Security Acts

On 15 June 2007, the IHR entered into force for Australia, along with nearly all WHO
Member States. Under the IHR timeline for implementation, Australia had five years,
until June 2012, to meet all core capacities under the IHR, including assessing and
adopting domestic legislation for IHR implementation. As a federation, Australian states
have primary responsibility for public health laws, however under the Australian
Constitution, the federal parliament is expressly empowered to legislate with respect to
quarantine.160 Australia’s first suite of legal measures to implement the IHR had three
components: the National Health Security Act 2007, the Quarantine Amendment
(National Health Security) Act, and the National Health Security Agreement 2008.
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One of the primary purposes of the National Health Security Act 2007 was to give effect
to a number of Australia’s surveillance and notification obligations under the IHR,
including establishing a National Focal Point to liaise with the WHO, establishing a
national notifiable diseases list and information sharing provisions to ensure the
reporting of events between federal, state, and territory governments, as well as
establishing permissible disclosures of confidential information to the WHO. Under the
IHR, States Parties may only carry out health measures with the prior express informed
consent of a guardian.161 States Parties may request personal health information from
travelers, however where an individual refuses to provide the relevant information, they
may be denied entry. 162 Further, any sensitive health information States Parties collect
must be kept “confidential and processed anonymously as required by national law” and
disclosed only where “essential for the purposes of assessing and managing a public
health risk”.163 While the National Security Act 2007 provides limitations on the sharing
of confidential information gathered, it did not contain any provisions that ensured that
informed consent was obtained prior to gathering or sharing any public health
information, despite consent being provided as a legitimate defense to disclosure. In the
absence of a constitutional or statutory bill of rights, or a recognized right to privacy
under Australian common law, this left a potential gap in Australia’s obligations to
protect the right to privacy under both the IHR and the ICCPR.
The National Health Security Act 2007 alone was not enough to meet Australia’s IHR
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obligations, and despite the gaps in ensuring the protection of privacy rights, arguably
contained some of the less controversial changes required for implementation in the lead
up to the 2007 federal election. The remainder of the implementation package fell to the
new government, elected two months later in November 2007.
The second component of the implementation suite – the National Health Security
Agreement 2008 – was not a legislative instrument, but rather an agreement between
the federal, state, and territory governments, required to give effect to the National
Health Security Act 2007’s information sharing provisions and address any potential
barriers arising from divisions of federal, state, and territory powers.
The final component of the implementation suite - the Quarantine Amendment (National
Health Security) Act 2008 – amended the Quarantine Act 1908, one of Australia’s
earliest legislative instruments. The Quarantine Act 1908 established the federal
government’s powers to prevent the transmission of infectious diseases into Australia,
relying largely on quarantine as the primary public health measure against infectious
disease. The Quarantine Act 1908 initially authorized quarantine officers to require a
person subject to quarantine be vaccinated for smallpox, where, in the quarantine
officer’s opinion, it was necessary to prevent the spread of smallpox.164 Following the
Spanish influenza pandemic a decade later, the Quarantine Act 1908 was amended to
broaden this power to any prophylactic or curative vaccine for any illness.165 In 1998,
refusal to submit to this vaccination was made a strict liability offense, meaning that
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regardless of the reason for refusal, including a medical reason, an individual refusing
vaccination would be fined.166 A review of the Quarantine Act 1908 in 2000 concluded
that it “conferred broad and sweeping powers that could affect individual and collective
rights” and as a States Party to the ICCPR, Australia must ensure that “any breach of an
individual’s civil liberty should be underpinned by a legislative regime that is clear and
accountable… [providing] appropriate checks and balances such as review and appeals
processes”.167
When Australia’s IHR implementation demanded renewed attention on human infectious
disease legislation, the Quarantine Amendment (National Health Security) Act 2008,
legislators failed to not only rectify this issue, but broadened the scope of possible human
rights violations under these provisions by simply amending the existing legislation to apply
to all potential public health emergencies of international concern. Following amendment,
the Quarantine Act 1908 now allowed quarantine officers to require a person to submit not
only to vaccination with any prophylactic or curative vaccine but also any other
prophylaxis.168 While prophylaxis is not defined in the original or amended Quarantine Act
1908, the natural language definition is very broad: any “treatment given or action taken to
prevent disease”. 169 This change empowered quarantine officers, who are not medical
professionals, to require individuals to submit to vaccines, antibiotics, antivirals, or any other
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form of treatment. Quarantine officers were not required to take into consideration a medical
practitioner’s opinion on whether a person should be required to submit to prophylaxis or
vaccination. In addition, the strict liability offense was retained, meaning that a person failing
to comply with a quarantine officer’s request is guilty of a strict liability offense, punishable
by 20 penalty units ($3,600).170 Further, this amendment to the Quarantine Act 1908 did not
include a review process for decisions to administer a vaccine or prophylaxis in the absence
of an individual’s consent. The human rights implications of these changes and the failure to
consider the broader context, including Australia’s human rights obligations under the
ICCPR as well as the IHR, were raised in documents prepared by the Parliamentary Library,
noting that the legislation “does not adequately address situations involving people’s right
to refuse consent” and that the “roles played by quarantine officers and medical practitioners
(both groups being employed by two different departments) in this process remains
unclear”.171
In the absence of a constitutional or statutory bill of rights, the protection of human rights
solely depends on the safeguards provided for in applicable legislation. Under the Quarantine
Act 1908, Australia risked breaching its obligations under the ICCPR to respect the right to
life, the right to freedom from inhuman treatment, the right to an effective remedy, and the
right to arbitrary detention. Further, this did not implement Australia’s IHR obligations, as it
not only failed to follow the requirement that implementation was to be done with
consideration of human rights, but directly conflicted with obligations to obtain informed
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consent for vaccination and prophylaxis, to require health measures be based on scientific
principles and on public health risk, and to ensure that measures are the least restrictive
available alternatives to achieve the relevant public health goals.172
This legislative scheme persisted until June 2016. Over that period, the world
experienced four PHEICs – 2009 H1N1 influenza A, the international spread of polio,
the Ebola outbreak in West Africa, and clusters of microcephaly and neurological
disorders associated with Zika virus – as well as a number of other infectious disease
threats, including the 2015 outbreak of Middle-East Respiratory Syndrome in nearby
South Korea. This example – at risk of being lost to the archives of legislative history –
serves as an important lesson that countries implementing their IHR obligations cannot
rely on simply updating existing legislation without consideration of the broader human
rights and public health context.
2.

Australia's revised implementation – Biosecurity Act 2015

In 2016, Australia’s Biosecurity Act 2015 and its accompanying legislation the
Biosecurity (Consequential Amendments) Act 2015 entered into force. The Biosecurity
Act 2015 purports to “to give effect to Australia’s international rights and obligations,
including under the International Health Regulations”,
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(Consequential Amendments) Act repeals the century old Quarantine Act 1908 in its
entirety and with it, the provisions that raised significant human rights issues.
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The Biosecurity Act establishes principles that must be used by persons making a
decision to exercise powers – such as imposing health measures – over an individual to
control infectious disease.174 Before a person makes a decision, they must be satisfied
that exercising the power is likely to be effective, and appropriate and adapted, to
managing the risk, 175 that the circumstances are sufficiently serious to justify the
measure,176 that the health measure is no more restrictive or intrusive than is required
under the circumstances,177 and that the health measure is imposed only for a period as
long as is necessary.178 These guiding principles echo the human rights protections set
out in the IHR, 179 as well as the guiding principles for determining necessity of
limitations of human rights protected by the ICCPR under the Siracusa Principles.180
The Biosecurity Act also makes clear that the exercise of any power or biosecurity
measure must not interfere with any urgent or life-threatening medical needs of the
individual.181 This partially protects against the possible violations of the right to life
seen under the previous legislation.
Under the Biosecurity Act, the Minister for Health may determine requirements for
persons entering and exiting Australia, such as certificates of vaccination or prophylaxis,
questionnaires, or screening (such as thermal scanning).182 A chief human biosecurity
officer, a human biosecurity officer, or a biosecurity officer may impose a “human
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biosecurity control order” on an individual.183 A human biosecurity control order may
only be imposed if the officer is satisfied that an individual has one or more of the signs
or symptoms of a listed human disease, that the individual has been exposed to a listed
human disease or another individual with one or more signs or symptoms, or the
individual has failed to comply with entry requirements.184 While this initial order can
be made by general biosecurity officers with no clinical training, only the chief human
biosecurity officer, who must be a medical practitioner,185 or human biosecurity officer,
who must satisfy the director of human biosecurity that they have “appropriate clinical
expertise”186, can include actual biosecurity measures in control orders. 187 Biosecurity
measures include a broad range of health measures such as contact tracing information,
vaccination, prophylaxis, quarantine or isolation. 188 The importance of medical
expertise in authorizing biosecurity measures in control orders is reiterated in the
requirement that any medical examination, body samples, vaccination, or prophylaxis
medication required under a human biosecurity control order is carried out with
appropriate medical or other relevant professional standards.189 In addition, force may
never be used against an individual to require compliance with an order,190 except for
detaining persons failing to comply with traveler movement or isolation measures.191
Consent is a central component of biosecurity measures under the Biosecurity Act 2008.
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Biosecurity Act, section 60(2).
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Biosecurity Act, section 563(1)(b).
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Biosecurity Act, section 82.
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If an individual refuses to consent to a biosecurity measure, the chief medical officer is
empowered to review the case, and must take into account any reason the individual
gives for refusing to consent to the measure and any factors that may affect the health
of the individual.192 Depending on the outcome of the review, the chief medical officer
(as director of human biosecurity) may then require an individual to comply with the
measure, 193 and inform the individual of their right to apply to the Administrative
Appeals Tribunal for review of the decision.194 If an individual exhausts their appeals
rights and are required to submit to a biosecurity measure, but engages in conduct that
results in failing to comply with the measure, they commit a criminal offense carrying
a penalty of imprisonment for up to 5 years or 300 penalty units ($54,000), or both. 195
By making medical practitioners central in the decision-making process, requiring the
use of specified principles, echoing human rights and IHR obligations, to guide decision
making, and the inclusion of an extensive yet efficient review and appeals regime
through the Director of Biosecurity and the Administrative Appeals Tribunal, the
Biosecurity Act 2015 is a complete overhaul from Australia’s previous piecemeal
approach in implementing its IHR obligations. Even though a more serious offense for
failure to comply is stipulated, it is proportionate and legitimate given the extent of
checks and balances on the exercise of public health powers. The Biosecurity Act
appears to achieve the aims and objectives of the IHR in a manner consistent with its
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Biosecurity Act, section 72(3).
Biosecurity Act, section 72(5)(a).
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195
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human rights obligations and international human rights law under the ICCPR and
provides a comprehensive example of best practice IHR implementation with respect to
human rights.

V.

MAINSTREAMING THE IMPLEMENTATION OF HUMAN RIGHTS
OBLIGATIONS UNDER THE IHR

Individual case studies are useful tools for States Parties implementing their IHR human
rights obligations. As set out in this article, the use of the ICCPR as a framework is a
foundation for States Parties to evaluate their domestic implementation. While States Parties
may choose to incorporate the approach used here in an ad hoc manner, practically, for an
evaluation of human rights obligations in implementing legislation to be mainstreamed, it
must be adopted into authoritative guidance. There is a clear opportunity for the WHO to
include in the JEE process a comprehensive evaluation of human rights in national legislative
capacities. In the alternative, the WHA has clear authority to adopt guidance on the
interpretation of the IHR and ensure greater clarity on minimum human rights standards in
national legislation.
By ceding the interpretation of the content of the human rights referred to under the IHR to
other international instruments developed in other fora, the WHO and States Parties have
lost a governance opportunity to define the scope of human rights law in public health
emergencies. Furthermore, this approach – leaving human rights to other institutions and
organizations – entrenches the potential fragmentation of international law between fields of
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expertise, while ignoring that the WHO’s founding document is fundamentally a human
rights instrument. As Alvarez notes:
The organization that was the first to proclaim [the fundamental human right to health] stayed
on the sidelines as it was developed by others, including during the many years that UN
Members spent drafting the ICESCR… it took the WHO another 12 years to weigh in on the
human right to health, and when it did so, it was in the form of a non-legally binding 1978
Declaration of Alma-Ata (issued at the end of the joint WHO/UNICEF International
Conference on Primary Health Care) and not in the form of a treaty or regulation.196

The IHR is not only an instrument that protects the right to health, it also seeks to protect
civil and political rights and freedoms, and as such, the WHO should weigh in on how these
human rights and the protection of global public health, should equally be protected in
domestic implementation of the IHR. In particular, as the international institution tasked with
establishing normative and technical guidance for global public health, the WHO is the most
appropriate entity to establish norms for the circumstances in which limitations of rights on
the basis of public health are justified. There is clear precedent for international organizations
separate to the United Nations General Assembly or Office of the High Commissioner on
Human Rights to develop the content and scope of human rights that come within their
institutional authority, such as the International Labour Organization which has “done a great
deal towards “towards giving practical expression to some important human rights and
towards establishing standards of treatment. Its agenda has included forced labour, freedom
of association, discrimination in employment, equal pay, social security, and the right to
work”.197 It behooves the WHO, assisted by States Parties such as Australia or the United

196
JOSÉ E. ALVAREZ, THE IMPACT OF INTERNATIONAL ORGANIZATIONS ON INTERNATIONAL LAW
(2016) p. 201
197
BROWNLIE AND CRAWFORD, supra note 102 p. 636 citing, inter alia, C. WILFRED JENKS & ROYAL
INSTITUTE OF INTERNATIONAL AFFAIRS, SOCIAL JUSTICE IN THE LAW OF NATIONS : THE ILO IMPACT
AFTER FIFTY YEARS (1970), https://trove.nla.gov.au/version/15410281 (last visited Sep 6, 2018).
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States who have directly experienced the challenges of implementing the IHR, to consider
how it might take leadership on human rights under the IHR, including incorporation in the
JEE or standalone authoritative guidance developed by a technical expert working group or
adopted by the WHA.
As the events that motivated the revision of the IHR demonstrated, as well as subsequent
public health emergencies since, failure to protect human rights in health emergencies
undermines the effectiveness and legitimacy of the public health response. The centrality of
human rights to the IHR reflect this. States Parties should ensure that they review their
implementing legislation and domestic legal environment to meet all IHR obligations,
including human rights obligations, working towards the attainment by all peoples of the
highest possible level of health.
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INTRODUCTION
Since its establishment as a United Nations’ (UN) specialized agency in 1948, the World
Health Organization (WHO) has served as the leading normative and technical institution
for global health. To achieve this, the WHO Constitution empowers the organization’s
decision-making body, the World Health Assembly (WHA), to adopt legally-binding
regulations to respond to international threats to public health. Responding to the changing
nature of these threats, over the past seventy years the WHA has updated these regulations.
In 2005, the WHA adopted the most recent iteration with the revised International Health
Regulations (IHR). Under the IHR, WHO Member States significantly expanded the
WHO’s institutional authority to respond to threats to global public health. In addition to
broadening the scope of events subject to the IHR, the WHA instilled in the WHO DirectorGeneral to power to both convene a committee of experts, known as an Emergency
Committee, to assess threats, and to declare events a public health emergency of
international concern (PHEIC). Since the IHR entered into force, the Director-General has
declared four PHEICs: in 2009 for influenza A H1N1, in 2014 regarding the international
spread of polio, in 2014 for the Ebola outbreak in West Africa, and in 2016 for clusters of
microcephaly and neurological disorders associated with the Zika virus. In addition, the
Director-General has convened Emergency Committees for four other events that did not
result in a PHEIC declaration.

Against this backdrop, the greatest threat to global public health in the 21st century persists:
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climate change. 1 From temperature extremes (including heatwaves and the associated
increased incidence of cardiovascular and respiratory distress) and increasing flood events
and severe storms, causing drowning, injuries, and subsequent outbreaks of infectious
disease, to the pervasive impact of climate change on natural systems, affecting disease
vectors (such as mosquitoes carrying dengue fever), water-borne diseases (including
cholera), and air pollution, climate change is already and will increasingly impact global
health. To date, international legal efforts to address climate change have been largely
contained to the realm of international environmental law, through the United Nations
Framework Convention on Climate Change (UNFCCC),2 and the adoption of its protocol
agreements including the Paris Agreement in 2015.3 However, efforts to meet the goals
under these agreements have been woefully inadequate, with current net emissions on track
to increase global average temperatures more than 1.5ºC with significant global health
implications.

There is an opportunity here for the WHO to use its institutional authority to mobilize
international political, financial, and technical efforts towards mitigating and adapting to
climate change. The potential normative and practical impact of the WHO in motivating
international climate action was recognized in 2014 when the then UNFCCC Executive

1

World Health Organization, WHO calls for urgent action to protect health from climate change,
at https://www.who.int/globalchange/global-campaign/cop21/en/ (last visited May 6, 2019).
2
United Nations Framework Convention on Climate Change, May 9, 1992, S. Treaty Doc No. 10238, 1771 U.N.T.S. 107.
3
Adoption of the Paris Agreement, Resolution. Adopted by the 21st UNFCCC Conference of Parties,
12 December 2015, FCCC/CP/2015/L.9.
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Secretary requested that the WHO exercise its institutional authority through the DirectorGeneral to convene an Emergency Committee to consider whether climate change is a
public health emergency of international concern. A global call to action for the WHO to
mobilize its expertise and normative power to prevent and respond to the health impacts of
climate change is within the Director-General’s remit under the IHR. Climate change is an
emergency, a matter of public health, and of international concern.

This article begins with an examination of the scope of the institutional authority of the
WHO under the IHR, how this institutional authority has developed over time with
changing threats to global health, and the established criteria for evaluating potential
PHEIC declarations. To elucidate lessons from how Director-General’s have historically
used this power, Part II analyzes previous declarations of a PHEICs, as well as previous
decisions not to declare a PHEIC. In light of this precedent and institutional context, Part
III examines the increasing public health emergency that climate change poses and argues
that there is a clear legal pathway for the exercising of institutional authority through the
Director-General to convene an Emergency Committee, comprised of experts on health
and climate change, and to declare climate change a PHEIC. The Director-General should
use this authority, providing not only a powerful clarion call for action on climate change
under existing laws in other forums, such as the UNFCCC, but an opportunity to set
recommendations for IHR States Parties as the leading technical and normative authority
on global health. While the IHR provides clear legal criteria (to be construed broadly) for
the declaration of a PHEIC, historically, satisfaction of the IHR legal criteria alone has not
necessarily been sufficient for the declaration of a PHEIC. As the case studies in Part II

4/56

demonstrate, the Director-General and Emergency Committee have used both narrow and
expansive interpretations of the legal criteria under the IHR. Furthermore, the declaration
of a PHEIC often requires additional political will or, more recently, a perception that such
a declaration will provide benefit to the response.4 If this practice persists, in the alternative
to relying on a broad interpretation of the legal criteria, the Director-General must, as
standard practice, seek the advice of relevant climate change experts in the Emergency
Committee process for all events, and where applicable, include climate change specific
recommendations where it is a potential factor in the occurrence, location, or scale of an
event.
Climate change is the greatest threat to global health this century. Failure to treat climate
change as any less than a public health emergency of international concern is an
intergenerational failure to protect the health of the world and its most vulnerable
populations.

I.

THE WHO’S INSTITUTIONAL AUTHORITY FOR ADDRESSING PUBLIC
HEALTH THREATS

A.

DEFINING INSTITUTIONAL AUTHORITY

In the vastly interconnected and interdependent modern world, States are no longer the sole

4

See, e.g., Lawrence Gostin et al., Ebola in the Democratic Republic of the Congo: Time to Sound
a Global Alert?, THE LANCET (Feb 4, 2019).
5/56

subjects of international law, nor are they completely sovereign and equal actors.5 In the
late 1940s, Lauterpacht observed that while “the orthodox positive doctrine has been
explicit in the affirmation that only states are subjects of international law”,6 he noted that
this “traditional doctrine is now rejected by the great majority of those who have devoted
special study to the matter [… and] what has been considered the established doctrine is no
longer ‘established’”.7 While they are not the sole subjects, States remain the primary focus
and legal persons under international law.8 As the International Court of Justice noted in
the Interpretation of the Agreement of 25 March 1951 between the WHO and Egypt
advisory opinion case, international organizations, including the WHO, have distinct
international legal personality.9 However, that personality is the creation of States, either
expressly through the constituent document of the organization or inferred from the powers
and objectives of the organization. 10 Following from this, the powers and actions of
international organizations are governed by the principle of speciality. In another
International Court of Justice advisory opinion sought by the WHO, the Court noted that
international organizations “are invested by the states which create them with powers, the
limits of which are a function of the common interests whose promotion those states entrust

5

MALCOLM SHAW, INTERNATIONAL LAW, 96 (8th Edition ed. 2017).
HERSCH LAUTERPACHT, INTERNATIONAL LAW: BEING THE COLLECTED PAPERS OF HERSCH
LAUTERPACHT / VOL.2: THE LAW OF PEACE. PART 1., INTERNATIONAL LAW IN GENERAL, 489
(Elihu Lauterpacht ed., 1975).
7
Id. at 489.
8
SHAW, supra note 5, at 156 – 157.
9
See Interpretation of the Agreement of 25 March 1951 between the WHO and Egypt case, ICJ
Reports, 1980, at 73, 89 – 90; 62 ILR. at 450, 473 – 474.
10
See Reparations for Injuries Suffered in the Service of the United Nations case, ICJ Reports,
1949, at 174; 16 AD, at 318.
6
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to them”.11 This underpinning international legal theory is central to examining the nature
of what this paper terms the WHO’s ”institutional authority” in responding to public health
emergencies of international concern. Through this perspective, the powers that States have
granted the WHO under the IHR can be contrasted with the WHO’s particularly limited
powers historically, considered in light of existing declarations of public health
emergencies of international concern, and ultimately, provide guidance for potential future
declarations. The following section demonstrates Member States have deliberately
expanded the WHO’s jurisdiction to capture public health threats beyond infectious disease
and explicitly deferred authority on global health threats to the WHO. Understanding the
history of how the WHO’s institutional authority for public health threats has developed is
critical for understanding the scope of its authority today and in the future.

B.

THE HISTORICAL LIMITS OF THE WHO'S INSTITUTIONAL AUTHORITY FOR PUBLIC
HEALTH THREATS

Since the very beginnings of global health diplomacy in 1851 to the new millennium, States
were obligated to notify the international community of threats to public health. However,
this duty was limited to a specific set of diseases, which, at its longest, included six diseases:
cholera, smallpox, plague, yellow fever, relapsing fever, and typhus. In 1948, the WHO
was established, and with it, its decision-making body, the WHA, comprised of WHO
Member States. Under the newly adopted WHO Constitution, the WHA was empowered

11

Legality of the Use by a State of Nuclear Weapons in Armed Conflict, Advisory Opinion.
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with a number of law-making powers, including the power to adopt quarantine and sanitary
regulations that become binding on all WHO Member States unless they expressly opt-out
within a specified period.12 Three years after the WHO was established, the WHA adopted
the International Sanitary Regulations (ISR), replacing past international health and
sanitary treaties that dealt with notification of disease.13 Under the legally binding ISR
1951, WHO Member States were required to notify the WHO within twenty-four hours of
any outbreaks of quarantinable diseases,14 defined to be limited to plague, cholera, yellow
fever, smallpox, typhus, and relapsing fever,15 and following notification, regularly provide
updated epidemiological information as frequently and as detailed as possible.16 Under the
ISR 1951, the WHO was required to rapidly transmit epidemiological and health
information shared with it by ISR States Parties to all health administrations of ISR States
Parties.17 Unlike other provisions of the ISR 1951 that were debated during the drafting
process, WHO’s obligation to share information with all health administrations was not
contentious. 18 This obligation ensured that “[t]here will thus be available to all health
administrations at all times a complete and accurate world-wide picture of the
epidemiological situation of the quarantinable diseases”.19 The ISR 1951 were based on a
century of balancing public health concerns with the protection of international trade and

12

WHO Constitution, Articles 21 and 22.
ISR 1951, Article 105.
14
ISR 1951, Article 3.
15
ISR 1951, Article 1.
16
ISR 1951, Article 5.
17
ISR 1951, Article 11.
18
WHO, (1952) Minutes of the Special Committee Appointed by the Third World Health
Assembly. Official Records of the World Health Organization. No. 37.
19
WHO, (1952) International Sanitary Regulations (WHO Regulations No. 2) Explanatory
Memorandum. Official Records of the World Health Organization. No. 37, at 330.
13
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traffic. The requirement for accurate and rapid reporting, with corresponding access to this
global epidemiological data, appeared to be normatively accepted. The absence of
controversy regarding information sharing in the records for the drafting negotiations of
the ISR 1951 contrasts with the confidentiality obligations imposed on the WHO under the
current regulations. While some provisions of the ISR 1951 applied to all communicable
diseases, 20 the limitation of much of the scope of the regulations to the express list of
quarantinable diseases in conjunction with clear stipulations about the maximum measures
a State may take to protect against these diseases may have contributed to this acceptance
of WHO institutional authority by the WHO Member States during this period.

In 1969, the WHA replaced the ISR 1951 with the International Health Regulations (IHR
1969) to reaffirm the obligation on WHO Member States to promptly notify outbreaks of
quarantinable diseases and continuously provide updated epidemiological information.21
The new IHR 1969 sought to strengthen the use of epidemiological principles as the basis
for the detection and control of infectious diseases, while reducing any potential
interference with growing forms of international travel and trade by limiting control
measures imposed on international travelers and goods. The IHR 1969 redefined the
diseases subject to the regulations to include cholera, plague, and yellow fever, and
smallpox. Under the IHR 1969, much of the notification obligations from the ISR 1951
remained the same, however the WHO’s institutional authority to act shifted slightly. The

20

For example, ISR 1951, Articles 28 and 30.
WHO, (1969) Resolution WHA 22.46, Official Records of the World Health Organization No.
176
21
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obligations of the WHO to send all epidemiological and other information sent to it by
States to all other States’ health administrations remained the same. However, unlike the
previous regulations, under the IHR 1969 the WHO was expressly permitted to investigate
an outbreak of cholera, yellow fever, or plague “which constitutes a serious threat to
neighboring countries or to international health”, provided the WHO had the consent of the
government of the affected country.22 Investigations carried out under this provision were
required to be directed to assisting governments with implementing the appropriate
measures to control the outbreak, including permitting teams to carry out studies on the
ground. As a result, the IHR 1969 expanded the scope of the WHO's international authority
in responding to diseases that threaten global health security. The main impetus for the
expansion of this authority appears to have been a perception that States were not
adequately fulfilling their notification obligations. As the WHO body tasked with
developing the ISR 1969 – the Committee on International Quarantine – noted:
In normal times, and in areas where certain diseases are regularly prevalent, fairly
regular notifications are received. It has, on the other hand, happened on several
occasions that the system of notifications breaks down when an outbreak of a
disease occurs in a new area. The purpose of the Regulations, to give early warning
of new infection to neighboring countries and to other parts of the world, is thus not
fulfilled.23

22

IHR 1969, Article 11(3).
World Health Assembly, 21. (1968). Fourteenth report of the Committee on International
Quarantine and special review of the International Sanitary Regulations. World Health
23
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With this deficiency in mind, the Committee recommended that the new IHR 1969 should
be expanded such that the regulations expressly authorize the WHO to use its initiative to
investigate outbreaks of international importance.24 During the development of the IHR
1969, the WHO Committee on International Quarantine also acknowledged the growing
confidence WHO Member States had in the WHO and the organization’s capacity to assist
“in investigating outbreaks of disease and in facing new health problems”25, and given the
increasing responsibilities the WHO was being asked by WHO Member States to fulfill,
the Committee concluded that advisory, coordinating, and even operational functionality
of the WHO should “be assigned to WHO, and for the WHO to be authorized to take such
action “under the provisions of the regulations. 26 As a result, the IHR 1969 not only
maintained the WHO's previous authority under the IHR 1951 to share outbreak and
epidemiological data with all States for the benefit of infectious disease preparedness, they
now authorized the WHO to establish an investigative capacity, albeit subject to State
consent, where a serious threat to neighboring countries or to international health arose.
Over the subsequent three decades, the IHR 1969 were revised and updated based on
scientific advancements, including amending provisions for cholera in 1973,27 and in 1981
removing smallpox from the list of diseases upon its eradication,28 meaning that by the end

Organization.
WHO/IQ/67.147, p.20.
24
WHO/IQ/67.147, p.20.
25
WHO/IQ/67.147, p.23.
26
WHO/IQ/67.147, p.24–25.
27
WHO, (1973) Resolution WHA26.55, Official Records of the World Health Organization. No.
209, p.29.
28
WHO (1981) Resolution WHA34.13. WHA34/1981/REC/1, p.10.
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of the 20th century, the IHR 1969 applied only to cholera, plague and yellow fever.29

In light of evolving threats to global public health beyond cholera, plague, and yellow fever,
and the considerable increase in international travel, in 1995, the WHA requested WHO
Member States and the Director-General prepare a revision of the IHR 1969.30 Although
preliminary work on the revisions were completed, the new millennium passed without a
revised version of the regulations. In 2002, the outbreak of Severe Acute Respiratory
Syndrome (SARS) made this inertia untenable; highlighting gaps under the IHR 1969
regarding the scope of diseases States Parties were required to notify to the WHO and for
which maximum control measures were established. Further, the outbreak of SARS
highlighted the limited institutional authority of the WHO to gather information, request
verification, and respond to public health events that threatened international health and
security. The SARS outbreak provided the momentum that had previously been absent, and
in 2003 the WHA adopted a resolution establishing a working group to prioritize the
revision of the IHR 1969, noting that SARS gave concrete expression to “the inadequacy
of the current Regulations, and the urgent need for WHO … to undertake specific actions
not addressed by the Regulations”.31

C.

THE REVISED INTERNATIONAL HEALTH REGULATIONS (2005)

29

IHR 1969, Article 1.
WHO, WHA 48 – Revision and Updating of the International Health Regulations (1995)
31
Revision of the International Health Regulations of 2003, Fifty-Sixth World Health Assembly
Res WHA56.29, Fifty-Sixth World Health Assembly (2003)
30
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In 2005, the World Health Assembly adopted the revised IHR under Articles 21 and 22 of
the WHO Constitution, entering into force for all WHO Member States in 2007. Unlike
previous versions of the regulations, no WHO Member State opted-out of the regulations.
With the adoption of the IHR by two observer states, the regulations have 196 States Parties.
The IHR profoundly shifted the global public health paradigm that had existed since the
mid-19th Century, beginning a “new public health world order”.32 Unlike previous versions,
the IHR are not limited to a set of specific diseases – such as yellow fever, plague or
smallpox – and empower the WHO with significantly broadened institutional authority for
investigation, declarations, recommendations, and review.

1.

Defining Disease

The IHR (2005) aim to prevent, protect against, control and respond to the international
spread of disease through public health measures that avoid unnecessary interference with
international travel and trade.33 Disease is broadly defined to mean “an illness or medical
condition, irrespective of origin or source, that presents or could present significant harm
to humans”. 34 This “all-hazards” approach captures diseases of unknown origin or
pathogenicity within the scope of the regulations.35 As a result, provided that the illness or

32

The Lancet Infectious Diseases, A New Public Health World Order, 4 THE LANCET INFECTIOUS
DISEASES 475 (2004)
33
IHR, Article 2.
34
IHR, Article 1.
35
Fidler and Gostin first described this aspect of the IHR as an “all risks” approach in David P.
Fidler & Lawrence O. Gostin, The New International Health Regulations: An Historic Development
for International Law and Public Health, 34 THE JOURNAL OF LAW, MEDICINE & ETHICS 85 (2006)
at 87.
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medical condition could present significant harm to humans, this broad definition of
disease captures non-infectious health threats, such as chemical, biological, or radiological
sources of disease.36 While this expanded approach in the IHR meant that the law is more
adroit at responding to emerging and re-emerging diseases, this change, when coupled with
additional provisions discussed further below, also reflected an unprecedented grant of
institutional authority to the WHO by WHO Member States. No longer was the WHO’s
jurisdiction to act limited to certain diseases.

At the core of the IHR is the consensus that the WHO has jurisdiction to prevent, protect
against, control and respond to the international spread of all disease that could present a
significant harm to humans. While on its face, this all-hazards approach and the expansive
definition of disease in the IHR broadens the WHO’s jurisdiction, there are important new
limits and constraints on the acts and decisions that the WHO and the Director-General
may take within this wider ambit, as examined in turn below.

2.

Defining Events

In the absence of a specified list of diseases, the IHR provide a framework that States
Parties must use to assess events that occur within their territory to determine if they are
required to notify the WHO.37 Similarly to disease, the types of events that States Parties

36
The IHR expressly acknowledge that where an event involves “the competency of the
International Atomic Energy Agency (IAEA)”, that is, radiological events, the WHO is required to
immediately notify the IAEA.
37
IHR, Article 6(1) and Annex 2.
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must assess are broadly defined, being “a manifestation of disease or an occurrence that
creates potential for disease”.38 Where an event is detected by a State Parties’ national
surveillance system, 39 the State Party must determine whether the event constitutes a
potential public health emergency of international concern (PHEIC). Under Annex 2 of the
IHR, a decision-matrix is provided to help in this assessment (see Figure 1 below).

38

IHR, Article 1.
Under Article 5 and Annex 1 of the IHR, State Parties must have the capacity to detect events
involving disease or death above expected levels in all areas of the State Party at the local level,
and at the national level, have the capacity to assess all reports of urgent events within 48 hours.
39
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Figure 1 – IHR, Annex 2 Decision-Matrix
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Firstly, State Parties must always notify the WHO of events involving certain diseases
– smallpox, poliomyelitis due to wild-type polio virus, novel human influenza, and SARS
– as cases of these diseases are unusual and may have a serious impact on public health,
and thus constitute a potential PHEIC. Secondly, there are a number of diseases that can
have a serious impact on public health and rapidly spread internationally, namely cholera,
pneumonic plague, yellow fever, viral haemorrhagic fevers including Ebola, Lassa, and
Marburg viral diseases, West Nile fever, and other diseases of particular national or
regional concern, such as dengue fever, Rift Valley fever, and meningococcal disease. To
ensure that State Parties are accurately assessing whether cases of these diseases rise to the
level of a potential PHEIC and must be notified, Annex 2 requires State Parties to assess
whether (1) the public health impact of the event is serious and (2) whether it unusual or
unexpected. If yes to both, then the State Party must notify the WHO. If the answer to either
of those questions is in the negative, the State Party must assess whether there is (3) a
significant risk of international spread. This may be due to evidence of an epidemiological
link to similar events in other countries, if the event is caused by an environmental
contamination that can spread across borders, or if affected persons have recently travelled
internationally, attended an international gathering, or had contact with other highly mobile
populations or travelers. If the answer to (3) is yes, then the State Party must notify the
WHO of the potential PHEIC. If, however, the answer to (1) and (2) is both negative, but
there is (3) a significant risk of international spread, as well as (4) a significant risk that
other States will impose restrictions on international travel or trade in response, then the
event is to be notified to the WHO as a potential PHEIC. If all of questions (1) – (4) are
answered in the negative, then the event is not considered a potential PHEIC and the State
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Party is not required to notify the WHO; however, the State Party must continuously
reassess this decision as more information becomes available. This process for determining
whether an event constitutes a potential PHEIC and must be notified to the WHO is also
used where the cause or source of an event is not known, or where the event or disease does
not fall into the first two categories of diseases. This ensures that the IHR (2005) capture
all potential threats to international public health, and that States Parties fulfill their
obligation to notify the WHO of all potential PHEICs, irrespective of source or origin.
Further to these obligations, a catch-all obligation is imposed on States Parties to share
with the WHO all relevant public health information regarding unusual or unexpected
events that constitute a potential PHEIC: namely, any extraordinary events determined to
constitute a public health risk to other States and potentially requiring a coordinated
international response effort.40

3.

Investigation Authority: Other Reports

Under previous iterations of the regulations, the WHO was only able to receive reports of
outbreaks from the affected State Party, preserving state sovereignty over a State’s own
domestic affairs. However, as SARS demonstrated, the reluctance of governments to reveal
the details of new outbreaks and share information meant that the WHO became
increasingly reliant ”on nongovernmental sources for alerts on new outbreaks … [allowing]
it to bypass the reluctance of many governments to reveal such events as well as to put
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pressure on them to verify the situation and provide epidemiological evidence”.41 States’
acceptance of this practice demonstrated “a subtle but undeniable dilution of sovereign
control” over the global governance of public health threats of international concern,42
which, as explained below, has been subsequently codified into the IHR (2005).

Under the IHR, the WHO is able to receive reports of events from sources other than the
affected State Party, such as reports in the news media, from other States, or
nongovernmental organizations.43 A number of measures serve as counterweights to this
perceived dilution of sovereignty. Firstly, the WHO must examine these reports, and share
them in full with the State Party alleged to be where the event is occurring; only where it
is “duly justified” may the WHO keep the source of the report confidential. Further, the
WHO must seek verification of the report from the allegedly affected State Party and must
offer to assist the State Party in assessing the risk of international spread, effectiveness of
control measures, and the potential for interference with international travel and trade.44 If
the State Party does not accept the offer and the WHO deems that the public health risk
justifies doing so, only then may the WHO share the information relating to the report with
other States Parties.45
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4.

Sovereignty & Confidentiality

Upon review, there is an exceptionally broad range of sources from which the WHO can
receive information: from the WHO’s own surveillance activities, 46 notifications from
States Parties of potential PHEICs,47 information sharing from States Parties experiencing
unexpected or unusual events which may constitute a potential PHEIC,48 States Parties
requesting consultation for events with insufficient information to determine if a potential
PHEIC exists,49 other reports from non-governmental organizations or other States Parties
with evidence of an event in another State, 50 and from the WHO’s efforts to verify
information with allegedly affected States Parties. 51 The has been some measure of
criticism of the IHR as seriously intruding on State sovereignty and exceeding the scope of
the institutional authority of the WHO under the WHO Constitution, given the broad scope
of these potential sources of information (including non-State sources), their alleged
vagueness and potential for misuse, as well as criticism of the WHO’s investigatory
verification process. 52 Notably, however, the IHR contain confidentiality provisions
intended to protect States Parties from the dissemination of information relating to events
that do not pose a threat to international health and from unverified reports by third
parties. 53 While the range of sources of information has expanded relative to previous
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iterations of the regulations (where information was sourced exclusively from the States
themselves), such confidentiality protections are also newly introduced, and may be
considered as countervailing protections intended to offset this expanded scope of the
WHO's sourcing of disease information. While the IHR require the WHO to share with all
States Parties and relevant intergovernmental organizations public health information it
receives that is necessary to enable States Parties to respond or avoid the public health
threat, such information is shared in confidence. Furthermore, information the WHO
receives from States Parties (whether formal notifications, consultations, or as evidence of
a potential PHEIC in another State Party), are not made generally available to all States
Parties unless: the event constitutes a PHEIC, there is evidence of international spread,
evidence that control measures or the capacities of the affected State Party are ineffective,
or immediate international control measures are required.54 Even then, the WHO must first
inform the affected State Party of their intention to release the information. 55 These
confidentiality protections aim to create an environment of rapid and comprehensive
information sharing between the WHO and States Parties to prevent, detect, and respond
to the international spread of disease, while avoiding unnecessary interference with
international travel and trade.

In addition to the substantive law, the broader context of the IHR (2005) demonstrates that
it was clearly States Parties’ intent to invest such institutional authority in the WHO. The
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IHR were adopted unanimously by the WHA, and there are no reservations or declarations
from States Parties relating to sovereignty. This reflects a norm that had already begun
shifting prior to the adoption of the IHR relating to the dynamics between state sovereignty
and acknowledgement of the WHO’s institutional role in infectious disease outbreaks of
international concern. The IHR are the codification of a model for international cooperation
for global public health: “one that balances respect for national sovereignty with the new
realities of international health cooperation and the increased importance of human security
as a political and normative principle”.56

5.

Declaration Authority: From Potential to PHEIC

The information that the WHO receives under the above provisions inform perhaps the
most jurisprudentially significant grants of institutional authority under the IHR: the
Director-General’s power to declare a PHEIC and to issue temporary recommendations to
advise States Parties how to respond to a PHEIC. A PHEIC is defined as an extraordinary
event, that poses “a public health risk to other States through the international spread of
disease” and to “potentially require a coordinated international response”.57 The power to
make a declaration of a PHEIC vests solely with the Director-General, however there are
set criteria that the Director-General must take into consideration in determining whether
an event constitutes a PHEIC.58 Firstly, the Director-General must consider information
that the affected State Party provides about the event. Secondly, the Director-General is to
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consider the decision instrument contained in Annex 2 of the IHR used by States Parties to
determine whether an event is notifiable to the WHO as a potential PHEIC (see Figure 1
above). Thirdly, the Director-General must consider the views of the Emergency
Committee as to whether a PHEIC exists. The Emergency Committee is a committee
convened by the Director-General and comprised of relevant subject-matter experts,
including at least one expert from the State Party where the event is occurring, and with
consideration for equitable geographical representation.59 Fourthly, determining whether
an event constitutes a PHEIC requires the Director-General to consider the available
scientific evidence, other relevant information, and underpinning scientific principles, and
fifthly, the risk to human health, of the international spread of disease, and of any
interference with international travel and trade. Following consideration of these issues, if
the Director-General considers a PHEIC is occurring, then the Director-General may
declare a PHEIC.60 In conjunction with this declaration, the Director-General shall issue
non-binding temporary recommendations to States Parties, including recommendations on
the health measures that the affected and unaffected States Parties may or may not
implement to prevent or limit the spread of the disease internationally, while avoiding any
unnecessary interference with international traffic.61 Affected States Parties may propose
the termination of either and make presentation to the Emergency Committee, which
provides its view to the Director-General, however it is the Director-General that retains

59

IHR (2005), Article 48 (2).
IHR (2005), Articles 12 and 49.
61
IHR (2005), Article 15.
60

23/56

the power to terminate a PHEIC and temporary recommendations.62 In addition, temporary
recommendations automatically expire after three months, but can be extended for an
additional three months, and cannot continue beyond the second WHA following the
relevant PHEIC.63 For more routine or periodic events, the WHO may make non-binding
standing recommendations to States Parties regarding health measures for specific and
ongoing health risks.64 The Emergency Committee is tasked with advising the DirectorGeneral on the types of temporary recommendations that should be issued, modified,
extended or terminated.65 In addition to the views of the Emergency Committee, when
issuing temporary recommendations,66 the Director-General must consider the views of the
affected State Party, 67 scientific principles and the available scientific evidence and
information,

68

relevant international standards and other instruments,

69

activities

undertaken by other bodies including intergovernmental organizations,70 as well as other
relevant information about the event.71 Further, in considering the control measures that
the temporary recommendations are to include, the Director-General must limit themselves
to health measures that are not more restrictive of international trade and travel, and not
more intrusive to persons, than reasonable alternatives that would be suitable to protect
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public health.72

The Director-General’s power to declare a PHEIC and issue temporary recommendations,
albeit non-binding, represents a significant grant of institutional authority, reflecting shifts
in the underpinning political norms relating to the role of the WHO in responding to
international threats to public health. While, as described above, the IHR impose duties of
confidentiality on the WHO to a point, the PHEIC power is deliberately a tool to be wielded
by the Director-General to attract global political attention to a potential public health threat.
The purpose of this is to not only ensure the international community is aware of a risk to
global public health so that they can take appropriate domestic measures, but to mobilize
funding, technical support, and cooperation in responding to the outbreak. The temporary
recommendations seek to not only provide normative and public health guidance as to the
types of measures States Parties should take, but to also offset concerns by affected States
Parties that they will be subjected to unnecessarily burdensome travel and trade restrictions.

II.

THE SCOPE OF DECLARED PHEICS

Since the IHR entered into force in 2007, the WHO has responded to numerous infectious
disease outbreaks around the world. Over this time, the WHO Director-General has
declared four PHEICs and convened Emergency Committees for four other outbreaks.
These are summarized in Table 1 below.
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Table 1 – Emergency Committees and PHEICs
Event Detail

Date of PHEIC
Declaration

Date of PHEIC
Termination

Emergency Committees Convened and PHEICs Declared
H1N1
25 April 2009
10 August 2010
Influenza A H1N1
Polio
5 May 2014
Ongoing
International spread of wild
poliovirus
Ebola
8 August 2014
29 March 2016
Ebola outbreak in West
Africa
Zika
1 February 2016 18 November
Clusters of Microcephaly
2016
and Neurological Disorders
Associated with Zika Virus
Emergency Committees Convened but PHEIC not declared
MERS
N/A
N/A
Middle East Respiratory
Syndrome
Yellow Fever
Yellow Fever outbreaks in
Angola, and its international
N/A
N/A
spread to the Democratic
Republic of Congo, China,
and Kenya.
Ebola
Ebola outbreak in North
N/A
N/A
West Democratic Republic
of the Congo
Ebola
Ebola outbreak in North
N/A
N/A
East Democratic Republic
of the Congo

Date of First
Emergency
Committee

Date of Last
Emergency
Committee

PHEIC
Length

(Number held)

(Number of WHAs held in
period)

10 August 2010
(9)
30 April 2018
(17)

16 Months
(2 WHAs)
52 Months
(5 WHAs)

6-7 August 2014 29 March 2016
(9)

19 Months
(1 WHA)

1 February 2016

18 November
2016
(5)

9 Months
(1 WHA)

9 July 2013

3 September 2015
(10)

N/A

25 April 2009
28-29 April
2014

19 May 2016

31 August 2016
(2)

N/A

18 May 2018

18 May 2018
(1)

N/A

17 October 2018

12 April 2019
(2)

N/A
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A.

INFLUENZA A H1N1

Then WHO Director-General Margaret Chan declared the first PHEIC under the IHR in
April 2009. The Emergency Committee noted that despite “a number of gaps in knowledge
about the clinical features, epidemiology, and virology” the outbreak of a novel human
influenza virus with sustained human to human transmission in Mexico and United States
constituted a PHEIC. 74 This declaration brought considerable global attention on the
outbreak and the use of the declaration power for the first time. 75 As the outbreak
progressed, these "gaps in knowledge" regarding the disease proved telling. As the
pandemic progressed, it became clear that the influenza A H1N1 virus was not highly
pathogenic, and the WHO was subsequently criticized for overstating the severity of the
pandemic. However, much of this criticism was largely aimed at the WHO’s phases for an
influenza pandemic, 76 which are separate to the IHR and were significantly revised
following the Influenza A H1N1 pandemic. The Director-General terminated the PHEIC
in August 2010, 16 months after it was declared. In reviewing the events of the PHEIC
declaration, the WHO noted that the Emergency Committee “found that evidence from
early outbreaks led many experts at WHO and elsewhere to anticipate a potentially more
severe pandemic than subsequently occurred” and that “reasonable criticism can be based
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only on what was known at the time and not what was later learnt”.77 While only 18,500
laboratory confirmed deaths caused by influenza A H1N1 were reported, estimates put the
final total at over 200,000 deaths globally.78

B.

INTERNATIONAL SPREAD OF WILD POLIOVIRUS

In May 2014, the Director-General declared the “international spread of wild poliovirus” a
PHEIC.79 Unlike the first PHEIC, where the emergence and initial epidemiology of the
virus was the source of the extraordinary event, this PHEIC is significantly dependent on
context. Informing the Director-General’s decision were the views of the Emergency
Committee, namely that “in the context of the global polio eradication initiative… the
international spread of polio to date in 2014 constitutes an ‘extraordinary event’ and a
public health risk to other States for which a coordinated international response is essential”.
This spread was in “stark contrast to the near-cessation of international spread of wild
poliovirus” in previous years, and if not addressed “could result in failure to eradicate
globally one of the world’s most serious vaccine preventable diseases”.80 The seriousness
of polio outbreaks is reflected in the fact that polio caused by wild poliovirus is immediately
notifiable to the WHO under Annex 2 of the IHR, as it demonstrates incomplete
vaccination coverage, and existing asymptomatic transmission, which may have a serious
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public health impact. The declaration of this PHEIC has been described as “appearing more
to rally political support in targeted states than to alert the world to any large-scale
reemergence of the diseases”.81 This is not necessarily incongruent with one of the unstated
purposes of PHEICs that has now emerged with polio and subsequent PHEICs. As only the
second PHEIC declared, polio provides insight into how this power may be used and
specifically, into what constitutes an “extraordinary event”. In particular, this declaration
demonstrates that unlike influenza A H1N1, the potential for international spread – that is
between countries – rather than global spread – to all countries – is sufficient. In addition
to perhaps the “untraditional” use of the power to declare PHEICs,82 polio demonstrates
the governance of a long term PHEIC. The PHEIC over polio has not yet been terminated,
and has been going for more than 50 months, which has included over 5 WHAs. The most
recent Emergency Committee was held in April 2018, where the Emergency Committee
noted that many countries remain vulnerable to wild poliovirus importation. The IHR do
not impose an express time limit on the duration of PHEICs. 83 However, temporary
recommendations are limited, and “may not continue beyond the second World Health
Assembly after the determination of the public health emergency of international concern
to which they relate”.84 In 2015, at the second WHA after the declaration of the polio
PHEIC, the WHA endorsed the continuation of the use of temporary recommendations for
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the PHEIC.85 In a report supporting proposing the decision, the Director-General noted that
the time limit under the IHR is not intended to unconditionally terminate temporary
recommendations, but is to be interpreted as to avoid their indefinite extension and provide
the WHA with the opportunity to review the management of a PHEIC. As a result, provided
there is WHA support, the Director-General can maintain PHEICs and associated
temporary recommendations to States Parties over extended periods. In addition, the polio
PHEIC raises a core jurisprudential question: does the polio PHEIC demonstrate a nontraditional or anomalous extraordinary event that may not fit within the formalistic or
textual interpretations of the IHR by which the Emergency Committee and DirectorGeneral are otherwise bound, or alternatively, have the interpretations and decisions of the
Emergency Committee and Director-General instead defined what a PHEIC is? Rather than
being an anomaly, if the polio PHEIC is exemplary of the broad mandate afforded the
WHO by reason of the new all-hazards approach to disease mitigation, the polio PHEIC
may serve to demonstrate the flexibility and breadth of the WHO’s institutional authority
under the IHR in assessing future global health threats.

C.

EBOLA IN WEST AFRICA

On August 8, 2014 the WHO Director-General declared the Ebola outbreak in West Africa
a PHEIC.86 The declaration came nearly eight months after the initial outbreak began in
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Guinea, 87 and more than four months after Médecins Sans Frontières described the
outbreak across Guinea, Liberia, and Sierra Leone as “unprecedented”88. While the subjectmatter of the PHEIC was not controversial, the delays in convening an Emergency
Committee and declaring a PHEIC were globally criticized in multiple independent expert
reviews that followed in the aftermath of the epidemic. 89 The WHO Ebola Interim
Assessment Panel – the WHO-convened committee assigned to review the organization’s
actions during the outbreak – concluded that there were multiple factors leading to the
delay in the declaration of a PHEIC, including WHO concerns about political opposition
from, and economic impact on, affected countries, hesitancy following criticism that the
Influenza A H1N1 PHEIC was an overreaction, and an organizational culture that was
suited to challenge states or deal with large-scale, multi-country emergencies. 90 The
Harvard-LSTMH Independent Panel on the Global Response to Ebola noted that “the delay
emphasized the risks inherent in vesting such consequential decision making power in a
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single individual”, especially in the absence of mechanisms to hold leaders to account.91 In
March 2016, 19 months after the declaration, the Director-General terminated the PHEIC
concerning Ebola in West Africa. Over the course of the outbreak, more than 28,000 people
were infected with more than 11,000 people dead, nearly all in West Africa.92

D.

CLUSTERS OF MICROCEPHALY AND NEUROLOGICAL DISORDERS ASSOCIATED WITH
ZIKA VIRUS

In February 2016, the Director-General declared a PHEIC for the “clusters of microcephaly
and neurological disorders associated with Zika virus”.93 Notably, this PHEIC was not
initially declared in respect of the Zika virus itself, as the causative link between the Zika
virus, and the potential impact of other factors or co-factors, had not yet been sufficiently
determined. This is important from a number of normative perspectives. Firstly, the events
subject to this initial declaration were clusters of microcephaly and neurological disorders,
including Guillain-Barré Syndrome, none of which are themselves infectious diseases.
Even though these diseases do not inherently have the potential for international spread,
the serious public health impact of the event and the fact that it is unusual or unexpected is
sufficient for affected States Parties to notify the WHO under Annex 2 of the IHR. However,
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recalling the test established in the IHR and discussed in Part I The Revised International
Health Regulations (2005) above, the definition of a PHEIC requires that the event
constitutes a risk through the international spread of disease. 94 As a result, the second
normative impact of this declaration is that even where there is only an association, not an
established causative link, with an infectious disease that could spread internationally, the
Director-General has deemed this sufficient for a declaration of a PHEIC. By way of
example, consider the scenario where a disease is caused by an unknown event: whether
biological, radiological, or chemical. The existence of that unknown causative agent may
in of itself constitute a potential risk to other States, given the unknown potential for
international spread. It would be contrary to the objectives of the IHR to delay the
declaration of a PHEIC on the basis of such uncertainty, particularly given the all-hazards
approach. Ultimately, the causative link between Zika virus and microcephaly was
established, “requiring a robust longer-term technical mechanism… to manage the global
response”.95 The third normative impact of this declaration is that once the causative link
between Zika virus and microcephaly was determined, this PHEIC establishes a precedent
for a vector-borne disease, where the establishment of new outbreaks in other countries is
largely dependent on the presence of the vector.96

94

IHR, Article 1.
World Health Organization, Fifth meeting of the Emergency Committee under the International
Health Regulations (2005) regarding microcephaly, other neurological disorders and Zika virus,
http://www.who.int/news-room/detail/18-11-2016-fifth-meeting-of-the-emergency-committeeunder-the-international-health-regulations-(2005)-regarding-microcephaly-other-neurologicaldisorders-and-zika-virus
96
Zika virus is also sexually transmitted, and so there is potential for limited, non-sustained human
to human transmission in new regions.
95

33/56

***
As these four PHEICs demonstrate, the broad scope and definition of “events” under the
IHR means that there are a wide range of different types of threats to global public health
that the WHO Director-General may declare a PHEIC. Notably, however, to date PHEICs
have only been declared for events involving naturally occurring viruses: Influenza A
H1N1, Polio, Ebola, and Zika. Similarly, where the Director-General has convened
Emergency Committees, but no PHEIC declaration has resulted, the relevant event has also
arisen from a naturally occurring virus: MERS, Yellow Fever, and twice Ebola. As a result,
other pathogens – such as bacteria, fungi, protozoa, or prions – have not yet resulted in a
PHEIC or an Emergency Committee. Similarly, other public health events such as the use
of biological weapons or human-made pathogens, chemical weapons or spills, or nuclear
or radiological threats, have not resulted in the convening of an Emergency Committee.
This is despite instances of past threats to global health that may have been initially
notifiable under the IHR, including outbreaks of cholera in Haiti and Yemen, and noninfectious disease events, such as the use of chemical weapons in Syria and the United
Kingdom, and the Fukushima nuclear disaster in Japan.97

A number of the review panels that followed the 2014 to 2016 Ebola outbreak in West
Africa recommended changes to the PHEIC and Emergency Committee process. The
Harvard-LSHTM Independent Panel on the Global Response to Ebola proposed that the
WHO should establish a standing Emergency Committee, rather than rely on the Director-
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General to convene Emergency Committees on an ad hoc basis, and that the power to
declare PHEICs should instead rest with the standing Emergency Committee, not the
Director-General.98 The WHO Ebola Interim Assessment Panel recommended establishing
an intermediate-level emergency declaration that would alert the international community,
prompting political, financial, and technical attention, at an earlier stage of an outbreak.99
Gostin and Katz propose that the adoption of a tiered PHEIC declaration system would not
necessarily require that the text of the IHR be reopened for negotiation, but instead could
be adopted as informal guidelines under the WHO information sharing provisions,100 or
through the adoption of a new annex to the IHR, limiting any negotiations to the content
of the annex. 101 To date, none of the recommendations relating to PHEICs have been
implemented. In addition, while there has sometimes been confusion over the content of
PHEICs and criticism over the timing of PHEICs (either too early or too late), the scope of
the subject-matter for convening Emergency Committees and declaring PHEICs has
evolved over time. The former Director-General, Margaret Chan, has declared all PHEICs
to date. The current Director-General, Tedros Adhanom Ghebreyesus, has convened three
Emergency Committee meetings – for the Ebola Outbreak in the North West of the
Democratic Republic of the Congo in May 2018 and the Ebola Outbreak in North East of
the Democratic Republic of the Congo in October 2018 and April 2019 – none resulting in
the declaration of a PHEIC. This was despite calls in from international experts in February
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2019 that the Ebola outbreak in North East Democratic Republic of Congo satisfied the
legal criteria for a PHEIC.102 In the press conference following the meeting, the chair of
the Emergency Committee stated that the conditions were not met as a PHEIC requires
international spread to be of international concern. This is an incorrect characterization of
the legal requirements under the IHR, which stipulate only a “risk of international spread”
as a criterion. Separately, the chair also noted that the Emergency Committee ultimately
advised against a PHEIC declaration as it would not be of benefit. From a legal perspective,
the Emergency Committee and Director-General appear to have incorrectly applied the
IHR criteria and taken into account an irrelevant consideration not within the IHR, in
determining whether to declare a PHEIC. Member States have not yet indicated whether
they perceive this as going beyond the institutional authority they have granted to the
Emergency Committee or the Director-General. If Member States’ custom or explicit
statement accepts this, political factors beyond the legal criteria set out in the IHR play a
larger role than previously recognized by international legal scholars in this field. The
implications of this for future events are significant: if politicized, PHEIC declarations may
no longer carry the normative weight they need to be effective, or if the legal criteria are
too narrowly defined in response to criticism, the flexibility the revision of the IHR sought
to grant the Director-General may be constrained. Neither option is good for protecting
global health and undermines certainty in determining what future events are likely to be
declared a PHEIC.
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III. POTENTIAL FUTURE PHEICS: A CASE STUDY OF CLIMATE CHANGE
A.

THE IMPACT OF CLIMATE CHANGE ON GLOBAL HEALTH

Multiple independently developed data sets demonstrate that the Earth’s average surface
temperature has been successively increasing.103 Between 1880 and 2012, global average
land and ocean surface temperatures increased by 0.85ºC. 104 From 2014 to 2016, the
average global land and ocean temperature record was broken each successive year,105 with
2016 the highest average temperature on record with an average temperature of 0.94ºC
(1.69ºF) higher than the 20th century average.106 The first half of 2018 has recorded an
average global land and ocean surface temperature increase of 0.77ºC (1.39ºF), making it
the fourth-highest average surface temperature recorded for January to July since 1880.107
While the Earth’s climate has undergone profound shifts over its 4.6-billion-year history,
these changes usually occurred gradually over thousands of years. In contrast, the scientific
consensus is that human activity since the industrial revolution is extremely likely to have
caused recent global warming.108 Humans burning fossil fuels such as coal has resulted in
the emission of excess levels of greenhouse gasses, including carbon dioxide, which trap
excess heat in the atmosphere leading to increased temperatures and affecting the Earth’s
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climate system. 109 As a result, international legal efforts to mitigate climate change
– including the United Nations Framework Convention on Climate Change (UNFCCC),110
and its protocols, including the Paris Agreement,111 are focused on reducing greenhouse
gas emissions. Limiting dangerous temperature increases is dependent on the degree to
which emissions are reduced. The Intergovernmental Panel on Climate Change (IPCC) has
estimated that even under a stringent emissions mitigation scenario, the average global
surface temperature will likely rise between 0.3 and 0.7ºC (0.5 to 1.3ºF) over the next
twenty years.112 By the end of this century, the IPCC estimates that temperatures will likely
increase more than 1.5ºC (2.7ºF), unless emissions are stringently mitigated,113 however
more recent statistical models suggest that by 2100, global temperatures are likely to
increase between 2.0 to 4.9°C (3.6 to 8.8ºF).114

Humanity is already experiencing the impacts of climate change. The IPCC predicts that
over the course of this century, it is virtually certain that the Earth will experience more
frequent and longer duration heatwaves, and occasional cold winter extremes.115 The IPCC
estimates that it is very likely that climate change will result in global shifts in rainfall
frequency and intensity, and that it is very likely that extreme precipitation events in certain
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regions will also become more frequent and intense.116 If emissions are not reduced, the
associated global temperature increases will likely mean droughts of increased intensity
and duration by the end of this century in areas that are currently dry regions.117 The scale
and complexity of climate change invariably means that it affects global human health in
many ways. In its most recent assessment report examining the impacts of climate change,
the IPCC classified the effects on health on the basis of whether they are direct or indirectly
mediated through other systems. Direct effects of climate change include death, injury, and
illness as a result of temperature extremes, including longer and more intense heat waves
and fires.118 Direct impacts of climate change on human health also include floods – the
most common type of natural disaster – and storms, causing drowning, injuries, and
contributing to infectious diseases such as diarrheal disease by both disrupting access to,
and contaminating, clean water.119 The indirect effects of climate change on human health
arise from how it impacts ecosystems, in conjunction with socio-economic factors.
Climatic factors including temperature, rainfall, and humidity influence ecosystems, which
are critical in influencing the growth and life-cycles of pathogens in the environment or in
hosts, the habitat of zoonotic hosts and vectors, how vectors breed and bite, and on the
quality of air. For example, modeling of the impacts of climate change on the Aedes aegypti
mosquito – the vector for diseases including dengue fever, yellow fever, chikungunya and
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zika – will shift the habitable range of the mosquito. In already endemic dengue regions,
A. aegypti mosquitoes are expected to decrease in number, potential reducing dengue
transmission. However, in regions where climate change results in temperature increases
and sufficient rainfall, the climate suitability for A. Aegypti may increase, posing significant
risks to public health where the mosquitoes become infected with dengue virus and
inadequate vector-control measures are in place. 120 In addition to the local ecological
system, there are complex biological and social factors that act to modify the risk of disease
epidemics

and

determine

whether

diseases

become

endemic.

Public

health

systems, including sanitation and clean water, as well as access to available vaccines and
treatments, play a crucial role in preventing, detecting, and responding to disease outbreaks.
In addition, increasing antimicrobial resistance and other evolutionary pressures on
pathogens themselves – including climate change – may result in newly emerging
infectious diseases with uncertain impacts on global health.

Similarly, human systems are not immune to the effects of climate change. In addition to
socio-economic and ecological factors, the impacts on agriculture affect the nutrition and
availability of food. Impacts that exacerbate societal and economic pressures, including
poverty, may lead to conflict, violence, and the displacement of persons, noting that
societies already experiencing conflict and violence are particularly vulnerable to the
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effects of climate change.121 The IPCC notes that the impacts of climate change on the
human experience may result in disaster-related trauma, chronic psychological distress,
and other mental health concerns.122 While a global concern, climate change does not affect
the health of everyone in the world equally. Already vulnerable populations are at particular
risk of experiencing the more severe impacts of climate change and are least equipped to
adapt to these impacts. The susceptibility of a community to the health impacts of climate
change may include age, gender, socio-economic status, and current health status. For
example, children are at greater risk of infectious diseases, undernutrition, and heat related
stress, similarly to elderly people, who may also be less mobile and vulnerable during
extreme weather events.123 People with chronic diseases, such as persons who suffer from
diabetes or are overweight, are especially susceptible to death or serious illness as a result
of high temperatures.124

On August 26, 2018, UN Secretary General António Guterres tweeted that “Climate change
is a public health emergency that is expected to cause an additional 250,000 deaths every
year between 2030 and 2050, according to @WHO. We need #ClimateAction now”. The
impact that climate change will have, and is already having, on global health is not only
significant, but a global public health emergency.
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B.

CLIMATE CHANGE AT THE INTERSECTION OF
FIELDS OF INTERNATIONAL LAW

The ultimate objective and purpose of the WHO is to work to ensure that all peoples attain
the “highest possible level of health”.125 The functions that Member States have granted to
the WHO to realize this goal include, primarily, that the WHO serve as the normative,
technical, directing, and coordinating authority in global health.126 There are numerous
intersections between global health and other fields of international concern and
international law. As with other international organizations, navigating these intersections
forms an integral part of the WHO’s work, working closely with other intergovernmental
organizations as the UN’s specialized agency for global health.127

In August 2014, three weeks after the Director-General declared the Ebola outbreak in
West Africa a PHEIC, and while the outbreak raged on, the WHO held the First Global
Conference Health and Climate. In her opening remarks, then WHO Director-General
Margaret Chan highlighted the multitude ways that climate change impacts health and
called for world leaders to push the issue of climate change and health “to centre stage”.128
The Director-General was followed by the Executive Secretary of the United Nations
Framework Convention on Climate Change (UNFCCC) Christiana Figueres, who made a
number of salient points about global action on climate change, describing the then-
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upcoming Paris Agreement as:
universal and applicable to all countries…If strong enough, it will prevent the worst
and chart a course toward a world with clean air and water, abundant natural
resources and happy, health populations, all the requirements for positive growth.
Seen in this light, the climate agreement is actually a public health agreement.129
While the Executive Secretary’s remarks on the Paris Agreement were included in the
Conference Report, no mention was made of the UNFCCC chief’s crucial request to the
Director-General for a specific action: that the WHO, through its Director-General,
exercise its institutional authority to respond to the international public health threat posed
by climate change. Namely, that the Director-General convene an Emergency Committee
under the IHR to consider whether climate change constituted a PHEIC:
Dear Margaret, as much as [I] would like you to, I am fully aware of the fact that
you have not convened the international health regulations emergency committee
to consider climate change as a public health emergency of international concern.
However, we are not very far from this. Climate change carries implications for
public health beyond national borders and requires a coordinated international
response.130
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This call for the WHO to use its institutional authority to lead on climate change was
unprecedented in the field of international climate change law, demonstrating a call for
international institutional cooperation across fields of international law. To further this
request for cohesion, Figueres continued:
Knowing that health officials must use every available avenue to secure our global
public health future, I invite you all to look to work towards a climate change
agreement as a way to strengthen and sustain international response. We must do
this together and we must do this now.131
This was a call to cohesive and collaborative institutional action – on the one hand, through
the invitation that the WHO participate in the UNFCCC’s Paris Agreement process, and
on the other, the request that the Director-General exercise her authority to convene an
Emergency Committee to consider whether climate change constitutes a PHEIC.
Unfortunately, this innovative and salient call did not elicit the desired response from the
Director General, and as a result, an opportunity for the WHO to help build and maintain
the necessary cohesive action to address climate change and the threat it poses to public
health has, for the moment, gone unrealized.

The adoption of the Paris Agreement in 2015 represented a significant advance in
international climate politics, with countries adopting long-term global temperature goals
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and commitments to mitigation measures aimed at ensuring global average temperature
increases are kept below 2°C from pre-industrial levels, while agreeing to pursue efforts to
limit warming to 1.5°C.132 However, while limiting warming between 1.5ºC and 2ºC is
predicted to avoid catastrophic climate change scenarios, including the complete loss of
coastal cities and small island nations, such warming still poses significant threats to global
health: the strictest IPCC emissions reduction scenario is representative of an emissions
scenario associated with 2ºC warming, which would, among other impacts, expand the
habitable range of the mosquito vectors for Dengue fever, yellow fever, chikungunya, and
Zika Virus – the Aedes aegypti mosquito – to both Nice and Paris.133 Despite the ambitious
high level goals, the targets countries set to meet this goals are voluntary, there are no
binding enforcement mechanisms, and the text of the agreement itself contains only one
express mention of health, noting in the preamble that “Parties should, when taking action
to address climate change, respect, promote, and consider their respective obligations on …
the right to health”.134 Furthermore, the nationally determined commitments Parties have
initially pledged under the Paris Agreement are not sufficient to keep the world below 2ºC
warming, and are projected to result in a global temperature increase of 3ºC by 2100.135 As
a result, the extent to which the Paris Agreement can be considered a “public health
agreement” is dependent not only on how effectively countries meet their commitments,
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but on whether there is global action to pursue efforts to limit warning below 1.5ºC,
requisite for avoiding the most significant threats to global public health.

Despite the UNFCCC Executive Secretary indication that convening an Emergency
Committee to consider climate change as a PHEIC was “not very far” away, this has yet to
occur for contextual, political, and legal reasons. Contextually, this conference was held in
the weeks following the declaration of Ebola in West Africa as a PHEIC, in the midst of
what would become one of the most criticized and scrutinized PHEICs to have yet been
declared. It was another 19 months before the PHEIC was terminated, during which time
WHO resources were directed towards controlling the outbreak, addressing the
international community’s response to the outbreak, as well as responding to the
subsequent internal and external independent reviews of both the WHO and DirectorGeneral’s actions. Within this highly scrutinized context, the political implications of
convening an Emergency Committee to examine whether climate change is a PHEIC were
significant. On the one hand, the WHO and Director-General were criticized for their delay
in convening an Emergency Committee for the Ebola outbreak in West Africa, while on
the other hand, they were criticized for declaring Influenza A H1N1 a PHEIC in 2009 too
hastily.136 These criticisms are likely to have a continued impact on the timing of decisionmaking. In addition, it is unlikely that the WHO was in a position at this time to spend the
political capital required to convene an Emergency Committee, let alone declare a PHEIC.
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Despite clear and convincing evidence of the impacts that climate change is already having
and will continue to have on global public health, as well as the positive neighborhood
effects of reducing emissions, such as reducing air pollution, there are still significant, wellresourced, vocal and professional political interest groups that argue against
acknowledging the existence of (or substantively responding to the impacts of), climate
change. Both direct and indirect pressure from such interest groups may have potentially
impacted the WHO’s prioritization in the subsequent period following the UNFCCC
Executive Secretary’s speech. Finally, the legal considerations of convening an Emergency
Committee to consider climate change are not insubstantial, as examined in detail below.

C.

CLIMATE CHANGE AND THE SCOPE OF THE WHO'S INSTITUTIONAL AUTHORITY
UNDER THE IHR

The remarks made in the UNFCCC chief’s speech indicate that the convening of an
Emergency Committee to consider whether climate change is a PHEIC was under
consideration. This section examines whether and how this process is possible under the
IHR.

1.

Narrow Interpretation

A narrow interpretation of the types of events that the IHR are intended to cover is the
easier case to make, fitting clearly within the existing paradigm of PHEIC declarations.
Under this approach, events occurring as a direct or indirect result of climate change would
be notified to the WHO by States Parties, as such narrow events would be likely captured
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by the Annex 2 of the IHR. For example, an outbreak of cholera would result in the use of
the decision instrument criteria discussed above in Part II C. If, in addition to having a
serious public health impact, the outbreak occurs due to vibrio cholerae surviving in
regions previously uninhabitable to cholera as a result of climate change, and is thus
unusual or unexpected, it would be reportable to the WHO under the IHR as a potential
PHEIC. Similarly, a dengue outbreak in a region where the vector Aedes aegypti were not
known to live, and as a result, in the absence of relevant vector-control measures, may also
be reportable under the Annex 2 decision instrument. Under a narrow interpretation, each
individual event – “a manifestation of disease or an occurrence that creates potential for
disease” – that but for climate change would not have occurred, may be individually
reportable under the IHR.

2.

Broad Interpretation

In contrast, a broad interpretation would capture climate change as the event – that is, the
occurrence that creates potential for disease – itself. While a State or a third party would
be able to notify the WHO of the event,137 it is possibly not necessary for this to occur for
the Director-General to convene an Emergency Committee. Under the wording of the IHR,
the Director-General does not necessarily need to go through the process of report and
verification with an affected State Party: the Director-General may establish and convene
an Emergency Committee to provide its views on whether an event constitutes a PHEIC.138
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However, the Director-General must “invite the State Party in whose territory the event
arises” 139 (how this would work practically in the climate change context is discussed
further below). Furthermore, the Director- General’s decision to declare a PHEIC is based
on the information the Director-General has received from a report, or following
verification, from a State Party, with particular consideration of the information from the
State Party within whose territory the event is happening.140 In addition, the criteria the
Director-General must consider to determine whether a PHEIC exists includes criteria
independent of an affected State – namely the decision instrument in Annex 2, scientific
principles including the available scientific evidence , as well as an assessment of the risk
to human health, international spread of disease, and interference with international traffic
– together with the advice of the Emergency Committee (itself based on information
presented by the State Party) as well as the information provided by the affected State Party.
This requirement has already been broadly interpreted under successive PHEIC
declarations and the convening of Emergency Committees to not be limited to one single
State Party, but rather can include multiple States Parties. While there is certainly textual
context to indicate that declarations under the IHR are intended to operate based on reports
(and where reports are from third parties, verification), it would profoundly undermine the
purpose of the IHR if this were interpreted so narrowly as to prevent the WHO from acting
on an issue that had already begun to have a global impact. Therefore, while the DirectorGeneral has the authority to convene an Executive Committee to determine whether an

139
140

IHR, Article 49(4).
IHR, Article 12(1).
49/56

event constitutes a PHEIC,141 regardless of whether a PHEIC is declared or not, the IHR
require that States Parties’ views are considered at both the Emergency Committee and
declaration stages. There are a number of ways in which upholding the objectives of the
IHR and this requirement can be resolved. Firstly, the WHO can respond to a direct
notification from a States Party, or groups of States Parties – such as small island states or
other states that will be disproportionately affected by climate change that have deemed
climate change a potential PHEIC through the use of the decision instrument in Annex 2
of the IHR. Secondly, in the absence of a notification, the WHO would be able to rely on
other reports in the scientific literature, from civil society, or other institutions.142 Given
the scale of the potential threat, the lack of an identifiable affected State, and the
information evidencing the global impact,143 it would be open to the WHO to seek broad
verification from all States Parties. Whether in accordance with the verification processes
of the IHR or not, in the absence of a notification from a State Party or group of States
Parties, given the balance of state sovereignty and institutional authority, it is likely that
some form of broad consultation with all States Parties would be required under the IHR
prior to or at the time the Director-General deems that an Emergency Committee is to be
convened. While this could take place at any time, there is a logistical benefit in this
occurring in conjunction with the WHA, where all States Parties will be in attendance. The
authority of the WHO Director-General to declare a PHEIC is broad, and the consideration
of States Parties’ views is only one of the criteria that the Director-General must consider
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in declaring a PHEIC and in the Emergency Committee’s consultation process.
Furthermore, unilateral action is likely to be seen by some States Parties as beyond the
grant of institutional authority to the WHO under the IHR. However, the IHR are an allhazards approach to preventing, detecting, and responding to the international spread of
disease, being “an illness or medical condition, irrespective of origin or source, that
presents or could present significant harm to humans.”144 That is, a global public health
event of such catastrophic proportions as posed by climate change is within the remit of
the regulations.

As the polio PHEIC demonstrated, a new, emerging diseases is not necessarily required for
the declaration of a PHEIC. In fact, emerging diseases – such as MERS – may result in the
convening of an Emergency Committee, but still not ultimately satisfy the definition of a
PHEIC: namely, that it is an “extraordinary event” that constitutes “a public health risk to
other States through the international spread of disease”, and “to potentially require a
coordinated international response”.145 The polio PHEIC also demonstrated that the public
health risk does not need to be to every other State. A broader goal – in that case,
eradication – that requires the mobilization of political, financial, and technical
commitments is a valid rationale for the declaration of a PHEIC. Similarly, while some
aspects of the science regarding the impacts of climate change is couched in estimates and
uncertainty over whether climate change will directly and with complete certainty cause
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certain outcomes, the absence of clear causation or certainty as to potential disease impacts
or causative agents is not required for the declaration of a PHEIC. This was clearly
demonstrated in the declaration of a PHEIC for clusters of microcephaly and neurological
disorders associated with Zika virus prior to the establishment of a single or co-founder
causal link.

The text of the IHR and past PHEICs provide guidance for what “non-traditional” events
may amount to a PHEIC. However, with only four PHEICs declared to date, there is still
scope for new precedent to arise in the exercise of the WHO’s institutional authority for
preventing significant threats to global health. Fields of international law and other
international institutions are quite rightly calling out for the WHO’s leadership in this space,
and for very good, epistemological reasons.

D.

BEYOND GLOBAL HEALTH: THE WINDER IMPACT OF WHO LEADERSHIP ON CLIMATE
CHANGE ACTION

How an issue is framed – by the media, by politicians, by scientists – has a significant
impact on public perceptions. This not only has an impact on the public understanding of
issues, but on who the public deems should be responsible for leadership and who should
be held accountable for problems. In turn, this may change the willingness of the public to
place pressure on political representatives to take action on issues framed in a manner that
has resonance for them. Historically, climate change has been framed as an environmental
issue by politicians and the media, consistent with scientific and policy arguments that
focused primarily on the environmental consequences of climate change such as loss of
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biodiversity, climatic variation and coral bleaching. Primary responsive action by States to
climate change is therefore usually vested in environmental ministries or departments,
shaping the forum in which international law for addressing climate change is developed.
Despite significantly increasing evidence for the link between climate change and global
health, media reports continue use these traditional frames to communicate discussions on
climate change.146 Framing climate change as an environmental matter is found to distance
people from the issue, and prevents the sustained public engagement that is necessary for
the political development of a solution.147 Complex issues require framing within existing
social and cultural references to adequately communicate issues such as climate change to
the public at large.148 There has been considerable scholarship on the most appropriate
social and cultural framing of climate change for public engagement. Framing climate
change as a public health issue has been shown to result in people broadening the personal
significance and relevance of climate change, making them more likely to respond
positively to the implementation of climate change mitigation strategies. 149 Further
research has demonstrated that public health – in contrast to framing climate change as an
environmental or even a national security issue – was the most likely framing to elicit
emotional reactions consistent with support for political and legal action for climate change
mitigation and adaptation. 150 The public perception of scientific consensus has been
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described as a “gateway belief” for public attitudes on environmental questions. 151
Perceptions of differing views within the scientific community on climate change therefore
have a significant impact on public, and thus political will, for action on climate change.
This reflects the repeated attempts to establish the validity of the idea that 97% of scientists
believe that human activities cause climate change. As recently as 2016, a meta-analysis
was published reconfirming this figure, demonstrating the continuation of this “debate”.152

While international political and legal efforts, such as the Paris Agreement and annual
UNFCCC conference of party meetings, play an important role in communicating the
significance of climate change to the public and political leaders, it still involves framing
climate change predominantly through the lens of important but technical matters, such as
emissions reductions negotiations. This framing has not been successful at encouraging
involvement by the public at large. As both UNFCCC Executive Secretary Figueres and
UN Secretary General Guterres have noted: climate change is a public health emergency
within the ambit of the WHO’s institutional, technical, and normative authority. Combining
two evidence-based strategies for engaging political participation – framing climate change
through a public health lens and the reiteration of scientific consensus – may be the most
successful way of mobilizing the political commitments desperately needed to avoid
catastrophic global health impacts. These two strategies can be combined through one of
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the most powerful tools available at the WHO Director-General’s disposal: the potential
declaration that climate change amounts to a public health emergency of international
concern.

CONCLUSION
Recognizing the role of the WHO as the normative and technical leader for global health,
WHO Member States significantly expanded the WHO’s institutional authority to respond
to 21st century threats to global public health through the revised IHR. The WHO has legal
authority to receive reports, investigate, and make decisions regarding threats to global
health that is commensurate with its leadership role, including investing the DirectorGeneral with the power to convene Emergency Committees to review potential PHEICs
and to declare PHEICs. Since the IHR entered into force, the Director-General has declared
four PHEICs, and declined to declare four others. While a limited sample, each decision
provides different insights into the scope of this power. While the current Director-General
has not yet declared a PHEIC, his decision following Emergency Committees regarding
the ongoing 2018-2019 Ebola outbreak in North East Democratic Republic of Congo,
demonstrate a shift from strict legal interpretation of the IHR.

There are two steps that the WHO and the Director-General should rapidly take to fulfil
this role and advance action on climate change. The Director-General should convene an
Emergency Committee to assess whether climate change is a public health emergency of
international concern, bringing significant attention to the issue of climate change and
global health. The WHO should also mainstream consideration of the role of climate
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change in health emergencies and incorporate the advice of experts on climate change and
events brought before Emergency Committees.

As the normative international institution for global health, the WHO must rapidly play a
central role in action to address the most significant threat to global health this century.
Past calls for the Director-General to convene an Emergency Committee to consider
whether climate change is a PHEIC demonstrates not only the seriousness of the threat, but
the role that the international community expects the WHO to fulfill. This role includes
addressing climate change as not simply an environmental, or security, or economic issue,
but one that is tied to a fundamental shared value: protecting humanity’s health.
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