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Developing states lack access to pandemic influenza vaccines. The provision of ‘essential’
medicines is a core, non-derogable obligation of the right to health in the International
Covenant on Economic, Social and Cultural Rights (ICESCR), which states must fulfill as
a minimum criterion. The ICESCR does not provide an exhaustive list of which drugs
constitute “essential medicines,” although influenza vaccine was listed as an essential
medicine during the most recent influenza pandemics. This paper presents three,
interlocking arguments: First, it argues that ensuring access to a vaccine during an
influenza pandemic is a right to health obligation for all states. Second, it argues that the
access threshold a state must meet in order to discharge its right to health obligation in
respect of access to pandemic influenza vaccine is different to the access threshold with
oral solid drugs, and attempts to quantify the vaccine access threshold. Third, it examines
the extent to which the World Health Organization (WHO) Pandemic Influenza
Preparedness Framework can enable developing states to meet the vaccine access
threshold during an influenza pandemic, and discharge their right to health obligations in
this area, arguing that the Framework is unlikely to have a significant positive impact on
access to vaccines by developing states during the next influenza pandemic.

INTRODUCTION

Vaccines are a key component in the response to an influenza pandemic; the timely
administration of an influenza vaccine is the most effective public health intervention to halt
the spread of infection and prevent mortality from influenza in adults,! the elderly,2 and
children.® However, developing states have long complained that they are unable to access
influenza vaccines during a pandemic, despite their best efforts,* which may have
implications for the ability of these states to meet their right to health obligations during an
influenza pandemic.

In an attempt to remedy poor access to pandemic influenza vaccines in developing
states the World Health Organization (WHO) enacted the Pandemic Influenza
Preparedness (PIP) Framework in 2011. The Framework creates a virtual stockpile of “at
least 150 million doses” of pandemic influenza vaccine, which developing states can procure
from during a pandemic. The WHO has traditionally played a major role in the management
of pandemic influenza outbreaks since its inception,® even going as far as to procure vaccines
and distribute them to developing states that lack access during a pandemic, although this
has been done on a largely ad-hoc basis.® The PIP Framework aims to improve the
procurement of pandemic influenza vaccines by developing states’ by creating a more
structured approach to collection and distribution of donated pandemic influenza vaccines
than the traditional ad-hoc manner in which the WHO has collected and donated vaccines.
This is intended to ensure that the Pandemic influenza vaccines donated from
manufacturers is not just given on an ad-hoc basis after orders from fee-paying states have
been fulfilled, or once self-procuring states have determined they have excess pandemic
influenza vaccines to meet their needs, as was the case with donations during 2009-H1N1.8
Instead, donations of pandemic influenza vaccine may be included within the company
obligations within Standard Material Transfer Agreements® completed via the PIP
Framework, which mandate that a proportion of the real-time pandemic influenza vaccines
production are reserved for, and transferred to, the PIP stockpile. This is a ‘virtual’ stockpile
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of pandemic influenza vaccines which have been donated by vaccine manufacturers that the
WHO will manage.1©

The utility of the Framework at improving access to pandemic influenza vaccines
during a pandemic has been explored in the literature, with no consensus being reached on
how well, if at all, the PIP Framework can improve access in developing states. In order to
advance these debates, this paper examines the utility of the Framework within the context
of the right to health. It does this by examining how the PIP Framework improves the extent
to which developing states can use the Framework to ensure that their populations have
access to pandemic influenza vaccines. Prior to this analysis, it is necessary to demonstrate
that ensuring access to pandemic influenza vaccines is an obligation binding upon states
stemming from the right to health, and what a state ought to do in order to have discharged
this obligation.

THE RIGHT TO HEALTH

The right to health has been referenced in international agreements since the 1940s.1 The
clearest articulation of the right to health has come in the International Covenant on
Economic, Social and Cultural Rights (ICESCR), adopted by the United Nations (UN)
General Assembly in 1966.12 The ICESCR built upon the ideas put forward in the WHO
Constitution and the Universal Declaration of Human Rights, and, in placing obligations
upon states, outlined what sort of action a state could take in order to ensure that the highest
attainable standard of health could be enjoyed by its citizens. Within the context of
pandemic influenza vaccine access, clearly 2(c) is most directly relevant: action necessary
for “[t]he prevention, treatment and control of epidemic, endemic, occupational and other
diseases;” as noted above, pandemic influenza vaccines are the most effective method to
prevent and control a pandemic outbreak within a population.

The rights-based discourse is largely focused on the extent to which citizens of
states can use the right to health in order to compel the state to act in a certain way to
improve individuals’ health, such as providing for access to specific medicines. This rights-
based approach has been particularly successful in improving access to medicines in
developing states, particularly HIV/AIDS medicines.!3 Within the context of access to
medicines, the state’s attempt to fulfill this positive obligation has typically manifested itself
through legislative or policy changes intended to improve access, such as limiting the
patentability of pharmaceutical products,* the issuing of compulsory licenses,'> or using
nationalized manufacturers to cheaply manufacture medicines.’® However, very little
academic commentary has been generated regarding access to a vaccine as a component of
the right to health.

To this end, access to medicines, as a component of the right to health, was
elaborated upon in the Committee on Economic, Social and Cultural Rights’ General
Comment No. 14: the Right to the Highest Attainable Standard of Health.'” General
Comment 14 holds that states have a tripartite obligation to respect, protect, and fulfill the
right to health.18 Within the context of access to pandemic influenza vaccines, two of the
“core obligations” of states are relevant:

States must ensure provision of health care, including immunization programmes
against the major infectious diseases.!?

The creation of conditions which would assure to all medical service and medical
attention in the event of sickness...includes the provision of equal and timely access
to basic preventive, curative, rehabilitative health services and...the provision of
essential drugs.20
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It is clear that providing full access to vaccines during an influenza pandemic
would enable a state to discharge its obligation fully in this regard. However, it remains
unclear to what extent states can fail to provide full access to pandemic influenza vaccines
(for whatever reason) and still be considered to have discharged their obligation. Indeed,
the right to health is progressive — generally, states party to the ICESCR undertake to

[t]ake steps, individually and through international assistance and co-operation,
especially economic and technical, 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.2!

This Article of the Covenant is not particularly helpful when seeking to determine
if, and when, a state party can be said to have discharged its right to health obligations. It is
weakly worded and filled with uncertainty, particularly in relation to what “the maximum
of its available resources,” “achieving progressively,” and “all appropriate means” relate to.22
Given that a sufficient benchmark for a state having discharged its obligations in relation to
access to vaccines is not provided in the ICESCR, it is necessary to turn to General Comment
14 for further guidance. In the context of access to medicines, the provision of ‘essential’
medicines is a core, non-derogable obligation, which states must fulfill as a minimum
criterion to meet their obligations under the Covenant.22> The ICESCR does not provide an
exhaustive list of which drugs constitute “essential medicines,” instead relying upon the
WHO Model List of Essential Drugs.2* While not listed on the current Essential Drugs list,25
influenza vaccine was listed as an essential medicine on the 200926 and 2010 lists?’, when
2009-H1N1 was prevalent. It is likely that during a future influenza pandemic an influenza
vaccine will again be listed on the WHO Model List of Essential Drugs, and therefore be
considered an essential medicine for the purposes of the right to health.

The Right to Health, and Access to Pandemic Influenza Vaccines

During the most recent influenza pandemic (2009-H1N1), despite the clear
obligation to provide pandemic influenza vaccines as an essential medicine, access to the
vaccine was very poor in developing states. Most developing states either were not accessing
the vaccine at all, or were accessing it significantly later than their developed neighbors.28
If a rights-based approach to 2009-H1IN1 were adopted, one could argue that developing
states failed to meet their obligations regarding the right to health by failing to provide an
“immunization programme against a major infectious disease™?® and failing to “provide
essential drugs”3© for their population during 2009-H1N1. However, such an approach may
be too simplistic; developing states have long complained that they are unable to access
influenza vaccines during a pandemic, despite their best efforts.3! This serves to highlight
one of the significant drawbacks with the rights-based narrative regarding access to
medicines in developing states: it presupposes that the state is capable of adequately
addressing the problem with the resources that it has available to it. What of the state that
lacks the means to secure access to medicines on behalf of its population? It would of course
be unfair to claim that such states have failed to meet their positive obligations in regards
to the right of health, when they lack the means to discharge the obligation.
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This is neatly highlighted by contrasting Article 2(1) of the ICESCR, which states that

[e]ach State Party to the present Covenant undertakes to take steps, individually
and through international assistance and co-operation, especially economic and
technical, 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
measures3? [emphasis added]

With paragraph 47 of General Comment no. 14, which states that

[i]f resource constraints render it impossible for a State to comply fully with its
Covenant obligations, it has the burden of justifying that every effort has
nevertheless been made to use all available resources at its disposal in order to
satisfy, as a matter of priority, the obligations outlined above. It should be stressed,
however, that a State party cannot, under any circumstances whatsoever, justify its
non-compliance with the core obligations set out in paragraph 43 above, which are
non-derogable.33

Both the provision of essential drugs®* and the provision of immunization against
major infectious diseases®® are core obligations within General Comment 14. Therefore, it is
clear that not providing vaccines during an influenza pandemic constitutes a failure on the
part of a state to meet its ICESCR obligations regarding the right to health, and resource
constraints are not an adequate justification for failing to provide pandemic influenza
vaccines. In short, states, including developing ones, must provide pandemic influenza
vaccines to their population, or they will not have fulfilled their obligations under the
ICESCR.

DISCHARGING THE OBLIGATION

In order to evaluate the extent that the PIP Framework can enable a developing state to
discharge its right to health obligations in respect of access to pandemic influenza vaccines,
it is necessary to make a determination regarding the threshold of vaccine access that needs
to be met by a state in order for it to be considered to have discharged its obligation. On this
point, General Comment no. 14 states that “[flunctioning public health and health-care
facilities, goods and services, as well as programmes, have to be available in sufficient
quantity within the State party,”36 but no further guidance is provided as to what “sufficient
guantity” means in this context. Within this paper, the notion of “sufficient access” is used,
which is based on two interlocking factors: vaccination levels and vaccination timings. If a
state achieves sufficient access to vaccines during an influenza pandemic, it is considered to
have satisfied the requirements to have discharged its obligations regarding the right to
health — full vaccination is not required to have discharged right to health obligations in this
context.

Vaccination Levels

When discussing access to oral solid dose drugs, it is fairly straightforward to
determine when a state has discharged its right to health obligations in respect of access to
that drug — the right can be said to be discharged when all patients that require access to
that drug have access. For example, the antiretroviral drug zidovudine, which is used to treat
HIV infections, appears on the WHO Essential Medicines list,3” and therefore access to
zidovudine constitutes a core obligation under General Comment no. 14, in much the same
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way that access to pandemic influenza vaccines is likely to during a future pandemic. The
right to health obligations in respect of zidovudine can be said to have been discharged when
there is ready access to zidovudine for all patients who require it in order to treat their HIV
infection. However, that is not the case when discussing vaccines — the beneficial effects of
a vaccine are not just felt by the individual receiving the vaccine, but by those in the wider
community too, due to community immunity.38

Due to the mutations that occur with each strain of influenza virus, the vaccination
coverage required in order to establish community immunity has fluctuated with each
pandemic since 1900.3° Aside from 2009-H1N1, which was noted for having a having a
particularly low mortality and infection rate*® when compared with more typical
pandemics,#t a minimum vaccination coverage of at least 33% has been required in all
pandemics in order to establish community immunity and slow down the rate of infection.42

When discussing access to pandemic influenza vaccines as a right to health
obligation, we are not just discussing access to pandemic influenza vaccines on an individual
basis, but also the right to benefit from the herd immunity, which is established within a
community when sufficient vaccine is administered. To that end, enough vaccine to
immunize at least 33% of a state’s population will be taken to be ‘sufficient access’. This
threshold is taken as it is sufficient to provide the beneficial effects of community immunity.
Therefore, if sufficient vaccine has been procured in order for community immunity to be
achieved within a population, it is possible to argue that the state’s right to health obligations
have been discharged in respect of pandemic influenza to the entire community that is
benefiting from the immunisation campaign, not just the individuals that have received the
vaccine directly.

Vaccinating Timings

Pandemic influenza strains predominantly emerge in, and spread rapidly through,
developing states.#® The states that are at a heightened risk from pandemic influenza are
the most likely to be reliant upon donations from the WHO to gain access to pandemic
influenza vaccines.** These donations from the WHO arrive in much smaller batches than
in developed states, and much later than in self-procuring developed states.*> This
significantly hampers these states’ abilities to combat pandemic influenza outbreaks, meet
community immunity thresholds, and limit or prevent the spread of the disease beyond its
borders. Therefore, it is not just the amount of pandemic influenza vaccines that a state can
access that is of relevance to this research, but also when access is gained.

As the timing of vaccination administration is important for an effective domestic
and international response to the pandemic, for the purpose of this research a state can be
said to have discharged its right to health obligations in respect of pandemic influenza
vaccines if its population has access to the vaccine within the same timeframe as developed
states.

USING THE FRAMEWORK TO DISCHARGE THE OBLIGATION

The PIP Framework envisages that the WHO manage a stockpile of “around 150 million
vaccines”; 50 million doses of the stockpile will be for use in “affected countries, according
to public health risk and need, to assist in containing the first outbreak or outbreaks of an
emerging pandemic” and “100 million for distribution...to developing countries that have
no or inadequate access to...influenza vaccines, on a per capita basis that can be distributed
to affected and at risk developing states during a pandemic.”46

Since the creation of the Framework in 2011, the major developments in this area
have been focused on the Standard Material Transfer Agreements (SMTAs) that the WHO
has negotiated. The success of the Framework hinges upon the uptake of SMTAs by

GLOBAL HEALTH GOVERNANCE, VOLUME XII, NO. 1 (SPRING 2018) HTTP://WWW.GHGJ.ORG



ECCLESTON-TURNER, OPERATIONALIZING THE RIGHT TO HEALTH 27

pandemic influenza vaccine manufacturers, and the terms and conditions to which they are
willing to agree. In the most recent review of the pandemic influenza vaccines
manufacturing capacity, Partridge & Kieny (on behalf of the WHO) identified twenty-four
manufacturers that are active in manufacturing pandemic influenza vaccines.4’ In addition
to this categorization of influenza manufacturers, the WHO, when calculating partnership
contributions for the running costs of the Global Influenza Surveillance and Response
System (GISRS), identifies those influenza vaccine manufacturers using the WHO GISRS,
in order for them to contribute to the running costs.#® Of those manufacturers identified by
Partridge & Kieny, eighteen also make partnership contributions to the WHO, on the basis
that they use the WHO-GISRS.#? Use of GISRS is understood to include receipt of physical
materials, or use of data and/or information, some of which may not be routinely provided
to the general public.5¢ Uptake of SMTAs by pandemic influenza vaccine manufacturers was
initially slow, and despite the fact that eighteen active pandemic influenza vaccines
manufacturers benefited from the work of GISRS, from 2011-late 2016 only three of these
manufacturers had an SMTAZ2 in place, with only 46 million doses being committed to the
Stockpile.

However, more recently, there has been a proliferation of Agreements being signed
with pandemic influenza vaccine manufactures, and to date the WHO has signed SMTAs
with eleven pandemic influenza vaccine manufacturers. All of these manufactures have
committed to donating 7.5%-9% of their ‘real-time’ pandemic influenza manufacturing
output to the WHO to supply the stockpile.>® The exact number of doses within the PIP
Stockpile are not known, but the WHO has stated that it is “approximately three times the
amount of pandemic vaccine available [to the WHO for distribution] during the H1IN1
pandemic.” Given that the stockpile the WHO managed during 2009-H1N1 distributed 78
million doses,®2 it is reasonable to assume that the stockpile currently holds around 230
million doses. Such a drastic increase in the capacity of the Stockpile is clearly welcome, but
itis necessary to determine to what extent this increase in commitments to the PIP Stockpile
is likely to improve the extent to which developing states can use Framework to discharge
their right to health obligations in respect of access to pandemic influenza vaccines.

In respect of the “vaccination timing” element of the criterion against which we are
judging the utility of the PIP Framework, it is it is clear that the one major benefit of the PIP
stockpile is the removal of the time delay of donated vaccine being committed to the WHO,
which has been a barrier to discharging the obligation during previous influenza
pandemics.>3 However, this benefit may not actually be realized in practice during the next
pandemic. During 2009-HIN1, governments of developed states with domestic
manufacturing capacity restricted exports to other territories, and to the WHO, until
domestic demand had been fulfilled,>* and concern has been expressed by pandemic
influenza vaccine manufactures that member states with domestic pandemic influenza
vaccines production within their territory will place restrictions upon exports of vaccines
that have been committed to the PIP stockpile, until domestic demand had been fulfilled.>5
Indeed, the Framework makes provision for such an event occurring, holding “no Party shall
be liable for any delay in the performance of or failure to perform its obligations under this
Agreement, where such a delay or failure is caused by Force Majeure,”%¢ including “embargo
or requisition” and “acts of government.”>” Member States with domestic pandemic
influenza vaccine manufacturing capacity have given assurances to the WHO that they
would enable domestic manufacturers to fulfill their SMTA2 commitments without
government interference;>® however, despite this, government requisition is a very real
possibility, particularly during a severe pandemic. Such a requisition causing a delay to the
real-time commitments to the Stockpile, and onward transfer to developing states would
severely impact on the ability of a developing state to use the PIP stockpile in order to
discharge its right to health obligation in respect of pandemic influenza vaccines.
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The utility of the Stockpile to enable developing states to discharge their right to
health obligation in respect of pandemic influenza vaccines appears less viable when
vaccination levels are taken into consideration. The idea that the PIP Stockpile would be
insufficient to rectify inequities in access to vaccines during a pandemic was addressed
before the Stockpile went live, with scholars noting that even if the PIP Stockpile secured
the 100 million doses to distribute to “developing states in need” as initially anticipated, this
would provide for a vaccination level of approximately 1.8% of the population of developing
states, even if a single dose regime was viable.>® However, since this time, the capacity of the
Stockpile has grown considerably, beyond that which was initially envisaged by the WHO.
The current PIP stockpile has approximately 230 million doses committed to it. However,
not all of this stockpile is reserved specifically for developing states that are unable to
procure Pandemic influenza vaccines on the open market.

If the WHO maintains the proportions at which it intended to distribute the
donated vaccine with

One-third ‘for use in affected countries, according to public health risk and need,
to assist in containing the first outbreak or outbreaks of an emerging pandemic’,
two-thirds to ‘developing countries that have no or inadequate access to H5N1
influenza vaccines, on a per capita basis, with use to be determined by those
countries.®0

Assuming that two-thirds of this Stockpile is reserved for “developing states in need,” the
stockpile could ensure a vaccination level coverage of 4.14% in developing states on a one-
dose strategy, and 2.07% on a two-dose strategy, which is much more typical of an
immunization campaign against pandemic influenza. Both of these vaccination coverage
levels are significantly below the target of 33% needed to establish herd immunity within a
population. While the PIP Stockpile was not explicitly created with the 33% vaccination
target in mind (nowhere in the drafting or the final text was a vaccination coverage target
set), the herd immunity level of 33% is well established within the literature as the most
desirable vaccination coverage target. In relation to this target, clearly, the commitments
provided in the example SMTA2 do not make procurement from the PIP stockpile a
particularly attractive procurement option for developing states, particularly if a developing
state is seeking to procure sufficient vaccine in order to establish herd immunity levels
within their territory in order to discharge their right to health obligations.

The low uptake of SMTAs amongst pandemic influenza vaccines manufacturers,
combined with the reduced commitments being given by pandemic influenza vaccines
manufacturers in those SMTAs that have been concluded, make the PIP stockpile an
undesirable procurement method for developing states. Moreover, even when all of the
vaccine that has been committed to the WHO via SMTASs has been delivered, it is likely that
the WHO will need to seek donations from pandemic influenza vaccines manufacturers
(outside of SMTA2 commitments) and developed states in order to be able to meet the
procurement needs of developing states, in much the same way they did during 2009-H1N1.
This is a particularly undesirable scenario because, when making appeals for donated
vaccine, the WHO will again have “little leverage to influence developed countries [and
Pandemic influenza vaccines manufacturers] other than rhetoric about equity, justice, and
solidarity.”®! If the WHO must again make appeals to equity and justice in order to procure
vaccine to donate to developing states, as appears likely, it will highlight the significant
shortcomings in the PIP Framework, which was designed specifically to minimize such a
scenario during a pandemic.
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RECOMMENDATIONS

Moving forward it would be beneficial if the WHO placed greater emphasis on transfer of
technology in the SMTA negotiations. The PIP Framework envisages that manufacturers
concluding an SMTA with the WHO may have agreed to transfer technical knowhow
regarding the manufacturing of pandemic influenza vaccines to the WHO, for onward
transfer to developing states. However, none of the eleven manufactures that have SMTAs
with the WHO has agreed to transfer technology as part of their Agreements. The onward
transfer of technology from established pandemic influenza vaccine manufacturers to
developing states could allow these developing states to establish pandemic influenza
vaccine manufacturing capacity, which they could procure from when needed. If developing
states were able to manufacture sufficient levels of pandemic influenza vaccines in order to
achieve herd immunity, they could discharge their right to health obligations without being
reliant upon procurement from established pandemic influenza vaccine manufacturers in
developed states or receiving donations from the WHO, both of which are unviable
procurement options for developing states. The importance of transfer of technology to the
success of this model has been noted by the World Health Assembly and the Developing
Countries’ Vaccine Manufacturing Network.62

Indeed, transfer of technology from an established vaccine manufacturer to Brazil
has led to the state pharmaceutical manufacturer in Brazil, the Butantan Institute, to
establish manufacturing capacity in the field of pandemic influenza vaccines. In 2011, the
Butantan Institute delivered the first batch of vaccines against influenza entirely produced
in Brazil. Currently, the Butantan Institute is able to manufacture both seasonal and
pandemic influenza vaccines®3and has manufacturing capacity for approximately 20 million
doses.®* While it is important to note that this is not sufficient manufacturing capacity to
meet the target to immunize 33% of the Brazilian population,® and thereby discharge the
right to health obligations, it is sufficient for approximately 10% coverage. This figure is
significantly higher than the 4.4% vaccination coverage that is the best case scenario that
could be achieved by developing states procuring from the PIP Framework.

CONCLUSION

This paper has argued that that direct procurement from the PIP Stockpile is not a viable
option for developing states seeking to obtain sufficient access to pandemic influenza
vaccines in order to discharge their right to health obligations. In the context of the right to
health, the PIP Framework does provide one distinct benefit: if developing states were to
procure vaccines from the PIP Stockpile, then these vaccine would be distributed within the
same timeframe as developed states.®¢ While this is a clear benefit over procurement during
2009-H1N1, procurement from the PIP Stockpile merely satisfies one element of the two-
part test outlined earlier in this paper. The second element of the two-part test, procuring
sufficient levels of vaccine to immunize at least 33% of their population, cannot be satisfied
by procurement via the PIP Framework. Therefore, a developing state cannot fulfill and
discharge its right to health obligations in respect of pandemic influenza vaccines by relying
upon procurement from the PIP Framework. With this is mind, it is reasonable to argue that
the PIP Framework is not able to ensure that developing states are able make use of the
Stockpile in order to discharge their core right to health obligations in respect of pandemic
influenza vaccines, as mandated by General Comment 14.

GLOBAL HEALTH GOVERNANCE, VOLUME XII, NO. 1 (SPRING 2018) HTTP://WWW.GHGJ.ORG



30 ECCLESTON-TURNER, OPERATIONALIZING THE RIGHT TO HEALTH

Mark Eccleston-Turner is a Lecturer in Law at Keele University. He holds an LLB
(Hons)(2009) from the University of Wales, Aberystwyth, an LLM in Medical Law and
Ethics (2011) from the University of Edinburgh, and a PhD (2016) from the University of
Manchester entitled: “The Right to Health and Access to Pandemic Influenza Vaccines:
Procurement Options for Developing States.”

1 Jefferson, Tom, Carlo Di Pietrantonj, Alessandro Rivetti, Ghada A. Bawazeer, Lubna A. Al-Ansary,
and Eliana Ferroni. "Vaccines for Preventing Influenza in Healthy Adults.” The Cochrane Database of
Systematic Reviews no. 7 (2010): CD001269

2Jefferson, Tom, Carlo Di Pietrantonj, Lubna A. Al-Ansary, Eliana Ferroni, Sarah Thorning, and
Roger E. Thomas. "Vaccines for Preventing Influenza in the Elderly." The Cochrane Database of
Systematic Reviews no. 2 (2010): CD004876

3 Jefferson, Tom, Alessandro Rivetti, Carlo Di Pietrantonj, Vittorio Demicheli, and Eliana Ferroni.
"Vaccines for Preventing Influenza in Healthy Children.” The Cochrane Database of Systematic
Reviews no. 8 (2012): CD004879

4The Lancet. "Global Solidarity Needed in Preparing for Pandemic Influenza." The Lancet 369, no.
9561 (2007): 532-532; Caplan, Arthur L. and David R. Curry. "Leveraging Genetic Resources Or
Moral Blackmail? Indonesia and Avian Flu Virus Sample Sharing."” The American Journal of
Bioethics 7, no. 11 (2007): 1-2.

5 For an overview of the work WHO undertakes in relation to pandemic influenza see: Gostin,
Lawrence. Global health law. Cambridge, MA: Harvard University Press, 2014, 367-378.

6 Eccleston-Turner, M.R. “Vaccine procurement during an influenza pandemic and the role of
Advance Purchase Agreements: Lessons from 2009-H1N1,” Global Public Health 11 no. 3 (2015): 322-
335.

7 World Health Assembly. Resolution WHA60.28: Pandemic influenza preparedness: sharing of
influenza viruses and access to vaccines and other benefits. 2007.
http://apps.who.int/gb/ebwha/pdf_files/WHASSA_WHAG60-Recl/E/reso-60-en.pdf.

8 Eccleston-Turner, M.R. “Vaccine procurement during an influenza pandemic and the role of
Advance Purchase Agreements: Lessons from 2009-H1N1,” Global Public Health 11 no. 3 (2015): 322-
335.

9 Standard Material Transfer Agreements is the method by which the WHO enters into agreements
with entities outside the WHO GISRS, such as pharmaceutical companies that manufacture pandemic
influenza related products such as vaccines or antivirals. SMTA2’s have provisions related to benefit
sharing included within them.

10 See for example the SMTA2 with GlaxoSmithKline available at: World Health Organization.
Standard Material Transfer Agreement between GlaxoSmithKline and the World Health
Organisation. 2013.
http://www.who.int/influenza/pip/benefit_sharing/gsk_smta2_dec_2012.pdf?ua=1.

11'World Health Assembly. Constitution of the World Health Organization. World Health
Organization, 1948; UN General Assembly. Universal Declaration Of Human Rights. Resolution 217 A
(111), December 10, 1948; Council of Europe. Convention for the protection of Human Rights and
Dignity of the Human Being with regard to the Application of Biology and Medicine: Convention on
Human Rights and Biomedicine (The Ovideo Convention). CETS No.164, 1997, Article 3; UN General
Assembly. Convention on the Rights of Persons with Disabilities. UN Doc. A/RES/61/106, January
24,2007, Article 25; Organization of African Unity (OAU). African Charter on Human and Peoples’
Rights (Banjul Charter).” CAB/LEG/67/3 rev. 5, 21 1.L.M. 58, June 27, 1981, Article 16.

12 UN General Assembly. International Covenant on Economic, Social and Cultural Rights. Res.
2200A (XXI), December 16, 1966.

13 Matthews, Duncan. "Right To Health And Patents". In Research Handbook On Human Rights And
Intellectual Property, edited by Christopher Geiger. Edward Elgar Publishing, 2015; Rosina, Monica
Steffen Guise, Daniel Wei Liang Wang, and Thana Cristina de Campos. “Access to Medicines:
Pharmaceutical Patents and the Right to Health” In Access to knowledge in Brazil: New research on
intellectual property, innovation and development edited by Lea Shaver. Bloomsbury Academic 2010.

GLOBAL HEALTH GOVERNANCE, VOLUME XII, NO. 1 (SPRING 2018) HTTP://WWW.GHGJ.ORG


http://apps.who.int/gb/ebwha/pdf_files/WHASSA_WHA60-Rec1/E/reso-60-en.pdf
http://www.who.int/influenza/pip/benefit_sharing/gsk_smta2_dec_2012.pdf?ua=1

ECCLESTON-TURNER, OPERATIONALIZING THE RIGHT TO HEALTH 31

14 For example, see S.3(d) of The Patents (Amendment) Act 2005 in India, which excludes certain
pharmaceutical substances from being patentable. See also Correa, Carlos. “Is Section 3(d)
Compatible with the TRIPS Agreement?” Economic and Political Weekly 32 (2013).

15 A recent Commission on Intellectual Property Rights, Innovation and Public Health study found,
“virtually all developing and least developed countries [who had implemented the Agreement]
provided for the granting of compulsory licenses.” See WHO Commission on Intellectual Property
Rights. Public health, innovation and intellectual property rights. Geneva: World Health
Organization, 2006.
http://www.who.int/intellectualproperty/documents/thereport/ENPublicHealthReport.pdf.

16 The Butantan Institute in Brazil is an example of a state-owned pharmaceutical manufacturers that
has been particularly successful in addressing heath needs in a developing state. See De Franco,
Marcelo and Jorge Kalil. "The Butantan Institute: History and Future Perspectives.” PLoS Neglected
Tropical Diseases 8, no. 7 (2014): e2862.

17 CESCR (Committee on Economic, Social and Cultural Rights). General Comment No. 14: The Right
to the Highest Attainable Standard of Health (Art. 12). UN Doc. E/C.12/2000/4, August 11, 2000.

18 |bid, Para. 33.

19 |bid, Para. 36.

20 |bid, Para. 17.

21 UN General Assembly. International Covenant on Economic, Social and Cultural Rights. Res.
2200A (XXI), December 16, 1966, Article 2(1).

22 This wording has been heavily criticized in: Alston, Philip and Gerard Quinn. “The Nature and
Scope of States Parties Obligations Under the International Covenant on Economic, Social and
Cultural Rights” Human Rights Quarterly 9 no. 2 (1987), 156; O’Connell, Rory. “A Human Rights
Framework Part 1: Exploring Article 2(1) ICESCR Obligations” In Applying an international human
rights framework to state budget allocations: Rights and resources edited by Rory O'Connell, Aoife
Nolan, Colin Harvey, Mira Dutschke, Eoin Rooney. Routledge, 2013, 61.

23 CESCR (Committee on Economic, Social and Cultural Rights). General Comment No. 14: The Right
to the Highest Attainable Standard of Health (Art. 12). UN Doc. E/C.12/2000/4, August 11, 2000,
Para. 43(d).

24 1bid.

25 World Health Organization. WHO model list of essential medicines 19th list (April 2015). World
Health Organization,
2015.http://www.who.int/selection_medicines/committees/expert/20/EML_2015 FINAL_amende
d_AUG2015.pdf?ua=1.

26 World Health Organization. WHO model list of essential medicines 16th list, March 2009. World
Health Organization, 2009. http://apps.who.int/iris/bitstream/10665/70642/1/a95055_eng.pdf.

27 World Health Organization. WHO model list of essential medicines 16th list (updated). World
Health Organization, 2010.
http://www.who.int/medicines/publications/essentialmedicines/Updated_sixteenth_adult_list_en.
pdf.

28 Eccleston-Turner, M.R. “Vaccine procurement during an influenza pandemic and the role of
Advance Purchase Agreements: Lessons from 2009-H1NZ1,” Global Public Health 11 no. 3 (2015): 322-
335.

29 CESCR (Committee on Economic, Social and Cultural Rights). General Comment No. 14: The Right
to the Highest Attainable Standard of Health (Art. 12). UN Doc. E/C.12/2000/4, August 11, 2000,
Para. 36.

30 |bid, Para. 17

31 The Lancet. "Global Solidarity Needed in Preparing for Pandemic Influenza." The Lancet 369, no.
9561 (2007): 532-532; Caplan, Arthur L. and David R. Curry. "Leveraging Genetic Resources Or
Moral Blackmail? Indonesia and Avian Flu Virus Sample Sharing."” The American Journal of
Bioethics 7, no. 11 (2007): 1-2.

32 UN General Assembly. International Covenant on Economic, Social and Cultural Rights. Res.
2200A (XXI), December 16, 1966, Article 2(1).

33 CESCR (Committee on Economic, Social and Cultural Rights). General Comment No. 14: The Right
to the Highest Attainable Standard of Health (Art. 12). UN Doc. E/C.12/2000/4, August 11, 2000,
Para. 47

34 |bid, Para. 43(d)

35 |bid, Para. 44(c)

GLOBAL HEALTH GOVERNANCE, VOLUME XII, NO. 1 (SPRING 2018) HTTP://WWW.GHGJ.ORG


http://www.who.int/intellectualproperty/documents/thereport/ENPublicHealthReport.pdf
https://www.routledge.com/products/search?author=Rory%20O%27Connell
https://www.routledge.com/products/search?author=Aoife%20Nolan
https://www.routledge.com/products/search?author=Aoife%20Nolan
https://www.routledge.com/products/search?author=Colin%20Harvey
https://www.routledge.com/products/search?author=Mira%20Dutschke
https://www.routledge.com/products/search?author=Eoin%20Rooney
http://apps.who.int/iris/bitstream/10665/70642/1/a95055_eng.pdf
http://www.who.int/medicines/publications/essentialmedicines/Updated_sixteenth_adult_list_en.pdf
http://www.who.int/medicines/publications/essentialmedicines/Updated_sixteenth_adult_list_en.pdf

32 ECCLESTON-TURNER, OPERATIONALIZING THE RIGHT TO HEALTH

36 |bid, Para. 12(a)

37 World Health Organization. Model List of Essential Medicines 19th list (April 2015). World Health
Organization, 2016.

http://www.who.int/medicines/publications/essentialmedicines/EML_2015 FINAL_amended_NO
V2015.pdf?ua=1.

38 Smith, C.E. Gordon. “Prospects for the control of infectious disease” Proc R Soc Med 63 no. 11
(1970): 1181; Fox, John P., Lila Elveback, William Scott, Lael Gatewood, and Eugene Ackerman.
"Herd Immunity: Basic Concept and Relevance to Public Health Immunization Practices." American
Journal of Epidemiology 141, no. 3 (1995): 187; Fine, P.E. “Herd immunity: History, theory, practice”
Epidemiologic reviews 15 no. 2 (1993) 265-302.

39 Plans-Rubi6, Pedro. “The vaccination coverage required to establish herd immunity against
influenza viruses” Preventive Medicine 55 no. 1 (2012): 72-77.

40 World Health Organization. “Pandemic (H1N1) 2009 - update 100.” World Health Organization,
June 21, 2010. http://www.who.int/csr/don/2010_05_14/en/.

41 Kilbourne, Edwin D. "Influenza Pandemics of the 20th Century." Emerging Infectious Diseases 12
no. 1 (2006): 9-14.; Taubenberger, Jeffery K., and David M. Morens. “1918 influenza: The mother of
all Pandemics” Emerging Infectious Diseases 12 no. 1 (2006): 15

42 Plans-Rubid, Pedro. “The vaccination coverage required to establish herd immunity against
influenza viruses” Preventive Medicine 55 no. 1 (2012): Table 2.

43 Cox, N.J. and Subbarao, K. “Global Epidemiology of Influenza: Past and Present” Annual Review of
Medicine 51 no. 1 (2000): 407-421.

44 Eccleston-Turner, M.R. “Vaccine procurement during an influenza pandemic and the role of
Advance Purchase Agreements: Lessons from 2009-H1N1,” Global Public Health 11 no. 3 (2015): 322-
335.

45 |bid.

46 World Health Organization. Pandemic influenza preparedness Framework for the sharing of
influenza viruses and access to vaccines and other benefits. Geneva: World Health Organization, 2011,
Article 6.9.2.

47 Partridge, J and Kieny, MP. “Global production capacity of seasonal influenza vaccine in 2011”
Vaccine 31(5) (2013) 728

48 \WWorld Health Organization. Pandemic influenza preparedness Framework for the sharing of
influenza viruses and access to vaccines and other benefits. Geneva: World Health Organization, 2011,
Article 6.14.3.

49 This figure was reached by cross-referencing the list provided in (1) Footnote 1 of Partridge, Jeffrey,
Marie Paule Kieny, and World Health Organization HIN1 influenza vaccine Task Force. "Global
Production of Seasonal and Pandemic (HIN1) Influenza Vaccines in 2009—2010 and Comparison
with Previous Estimates and Global Action Plan Targets." Vaccine 28, no. 30 (2010): 4709-4712, and
(2) Table 1 of World Health Organization. 2013 PIP Partnership Contribution (PC) Collection: Results
as of 1 August 2014. World Health Organization, 2014.
http://www.who.int/influenza/pip/benefit_sharing/2013_pc_collection_results_laug2014.pdf?ua=1

50 WHO, (n59)

51 Eccleston-Turner, Mark. "The Pandemic Influenza Preparedness Framework: A Viable Procurement
Option for Developing States?" Medical Law International 17, no. 4 (2017): 227-248.

52 \World Health Organization. Report of the WHO pandemic influenza A(H1N1) vaccine deployment
initiative. World Health Organization, 2012.
http://www.who.int/influenza_vaccines_plan/resources/hinl_deployment_report.pdf.

53 Vaccine committed to the VDI stockpile by industry and developed states arrived in recipient
developing states at least four months later than in self-procuring states.

54 Fidler, David P. "Negotiating Equitable Access to Influenza Vaccines: Global Health Diplomacy and
the Controversies Surrounding Avian Influenza H5N1 and Pandemic Influenza HINL." PLoS
Medicine 7, no. 5 (2010): e1000247; Halabi, Sam F. "Multipolarity, Intellectual Property, and the
Internationalization of Public Health Law." Michigan Journal of International Law 35, no. 4 (2014):
715.

55 World Health Organization. Report of the WHO pandemic influenza A(H1N1) vaccine deployment
initiative. World Health Organization, 2012.
http://www.who.int/influenza_vaccines_plan/resources/ hlnl_deployment_report.pdf.

GLOBAL HEALTH GOVERNANCE, VOLUME XII, NO. 1 (SPRING 2018) HTTP://WWW.GHGJ.ORG


http://www.who.int/medicines/publications/essentialmedicines/EML_2015_FINAL_amended_NOV2015.pdf?ua=1
http://www.who.int/medicines/publications/essentialmedicines/EML_2015_FINAL_amended_NOV2015.pdf?ua=1
http://www.who.int/csr/don/2010_05_14/en/
http://www.who.int/influenza/pip/benefit_sharing/2013_pc_collection_results_1aug2014.pdf?ua=1
http://www.who.int/influenza/pip/benefit_sharing/2013_pc_collection_results_1aug2014.pdf?ua=1
http://www.who.int/influenza_vaccines_plan/resources/h1n1_deployment_report.pdf

ECCLESTON-TURNER, OPERATIONALIZING THE RIGHT TO HEALTH 33

56 See World Health Organization. Annex 2: Standard Material Transfer Agreement 2 (SMTAZ2).
http://www.who.int/influenza/pip/smta2_eng.pdf?ua=1; World Health Organization. Pandemic
influenza preparedness Framework for the sharing of influenza viruses and access to vaccines and
other benefits. Geneva: World Health Organization, 2011, Article 14.

57 See World Health Organization. Annex 2: Standard Material Transfer Agreement 2 (SMTA2).
http://www.who.int/influenza/pip/smta2_eng.pdf?ua=1; World Health Organization. Pandemic
influenza preparedness Framework for the sharing of influenza viruses and access to vaccines and
other benefits. Geneva: World Health Organization, 2011, Article 3.

58 World Health Organization. Meeting Of The Pandemic Influenza Preparedness (PIP) Framework
Advisory Group: Report to the Director-General. Geneva: World Health Organization, October 21-24,
2014.

http://www.who.int/influenza/pip/pip_ag_oct2014 _meetingreport_final_7nov2014.pdf.

59 Rhodes, Catherine. “Sovereign Wrongs: Ethics in the Governance of Pathogenic Genetic Resources”
Ethics in Biology, Engineering and Medicine 3 (2015): 97-114.

60 World Health Organization. Pandemic influenza preparedness Framework for the sharing of
influenza viruses and access to vaccines and other benefits. Geneva: World Health Organization, 2011,
Article 6.9.2.

61 Fidler, David P. "Negotiating Equitable Access to Influenza Vaccines: Global Health Diplomacy and
the Controversies Surrounding Avian Influenza H5N1 and Pandemic Influenza HINL." PLoS
Medicine 7, no. 5 (2010): e1000247

62 \World Health Assembly, 60th Session. Pandemic Influenza Preparedness: Sharing of Influenza
Viruses and Access to Vaccines and Other Benefits. Geneva, Switzerland: World Health Organization,
2007. http://apps.who.int/gh/ebwha/pdf_files/WHA60/A60_R28-en.pdf; Jadhav, Suresh, Mahima
Datla, Hans Kreeftenberg, and Jan Hendriks. "The Developing Countries Vaccine Manufacturers’
Network (DCVMN) is a Critical Constituency to Ensure Access to Vaccines in Developing

Countries." Vaccine 26, no. 13 (2008): 1611-1615.

63 Milstien, Julie B., Patrick Gaulé, and Miloud Kaddar. "Access to Vaccine Technologies in
Developing Countries: Brazil and India." Vaccine 25, no. 44 (2007): 7610-7619.

64 Instituto Butantan. “Influenza Vaccine.” Presentation at the 7th meeting of the Advisory Group of
the WHO Global Action Plan for Influenza Vaccines. March 27-29, 2012.
http://www.who.int/phi/Day2_Session7_Butantan_Myiaki.pdf.

65 Instituto Brasiliero de Geografia Estastistica (Government of Brazil). “Population of Brazil Clock.”
Accessed October 13, 2016. http://www.ibge.gov.br/apps/populacao/projecao/index.html.

66 Providing none of the developed states in whose territory the manufacturing facilities are based
place restrictions on the exports of pandemic influenza vaccines until domestic demands have been
fulfilled.

GLOBAL HEALTH GOVERNANCE, VOLUME XII, NO. 1 (SPRING 2018) HTTP://WWW.GHGJ.ORG


http://www.who.int/influenza/pip/pip_ag_oct2014_meetingreport_final_7nov2014.pdf
http://www.who.int/phi/Day2_Session7_Butantan_Myiaki.pdf
http://www.ibge.gov.br/apps/populacao/projecao/index.html

	Introduction
	Thematic Content of the Special Issue
	Operationalizing Human Rights in Global Health through the World Health Organization
	Promoting Human Rights Across Multi-Sectoral Institutions that Govern Underlying Determinants of Health
	Economic Governance for Global Health through Human Rights
	From Global Health Governance to Global Governance for Health
	Transforming the WHO’s Role in Advancing the Right to Health in Conflict
	Leonard S. Rubenstein
	Toward a World Health Assembly Resolution
	Implementing the Resolution
	Making Data Available on Attacks
	The Crippled Social-Health Function of the WHO
	People-Centered Health as an Alternative Pathway?
	Conclusion
	Introduction
	The Right to Health
	The Right to Health, and Access to Pandemic Influenza Vaccines
	Discharging the Obligation

	Vaccination Levels
	Vaccinating Timings
	Recommendations
	Conclusion
	This paper has argued that that direct procurement from the PIP Stockpile is not a viable option for developing states seeking to obtain sufficient access to pandemic influenza vaccines in order to discharge their right to health obligations. In the c...


	Monitoring Interventions to Respond to Sexual Violence in Humanitarian Contexts
	Sara Davis, Doris Schopper and Julia Epps
	Methodology
	Differing institutional mandates
	Analysis of Indicators
	Medical Care
	The Problem of Denominators in Medical Service Coverage
	Mental Health Care and Psychosocial Support
	Legal Aid
	Conclusion
	Introduction
	Adopting Human Rights in the GFATM: Motivation and Mechanisms
	Adopting Human Rights: Insights from Sociological Institutionalism
	The Challenges of Adopting Human Rights by a Global Institution
	Challenging Institutional Context
	Reliance on Domestic Partners
	The Problem of Measuring Human Rights Effectiveness
	The Realities of Funding a Limited Number of Rights
	Conclusion
	International Health Assistance and Human Rights in Ethiopia
	Hiwote Fantahun
	Human Rights and Right to Health In Ethiopia
	International Health Assistance
	International Health Assistance: Discrimination
	International Health Assistance: Accountability
	Conclusion
	Hiwote Fantahun is a legal professional with experience in legal research, adjudication, counseling, and implementation of international development programs in Ethiopia, Switzerland, and the U.S. She graduated with LL.M in Global Health Law from Geor...
	4 Human Rights Watch. One Hundred Ways of Putting Pressure: Violation Of Freedom of Expression and Freedom of Assembly In Ethiopia. New York, NY: Human Rights Watch, 2010.
	19 World Bank. International Development Association Country Assistance Strategy for the Federal Democratic Republic of Ethiopia. World Bank, 2008, 32.

