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roughly 25% of the world population (a figure derived from previ-
ous pandemics), would affect more than 1.5 billion people and
cause enormous social disruption due to a rapid surge in illnesses
and deaths (WHO, 2007: 47). Governments have also been spurned
into preparing for the deliberate release of a biological agent
through an act of bioterrorism e as exemplified by the anthrax
letters mailed in the United States in the autumn of 2001.
Acknowledging those microbial vulnerabilities, governments in the
United States and Europe have expanded their security agendas to
formally incorporate health-based threats (WHO, 2007; EC, 2009).
Indeed, the rapid proliferation of the new notion of ‘health security’







market forces. Drawing upon their power of taxation, some gov-
ernments committed funds from the public purse to effectively
constitute a new and government-backed market in medical



4.3. The animal efficacy rule: special pathways for regulatory
approval

The design of bespoke new pathways for the regulatory
approval of medical countermeasures marks yet another extraor-
dinary policy mechanism introduced by governments. A significant
hurdle in developing newmedical countermeasures is that it can be
much more difficult to conduct the human clinical trials necessary
for securing regulatory approval. Many of the diseases that could
potentially be used for bioterrorism are not naturally occurring, or
occur only in such small numbers that it is not feasible to run large
clinical trials. There would also be strong ethical concerns about
deliberately infecting humans with such agents in order to evaluate
the effectiveness of new medicines. Commercial developers of
medical countermeasures thus face the difficult question of how to
obtain regulatory approval for their new products. Evenwhere they
may be able to do so, the mere existence of this additional regu-
latory complication generates increased commercial risk as to
whether any product they are able to develop would ever secure
the regulatory approval required for bringing it to market.

To diminish this regulatory ‘disincentive’, the US Food and Drug
Administration (FDA) introduced a new ‘animal rule’ procedure in
May 2002, which underwent a process of further review and public
consultation in 2009 and 2010. The new rule deviates from the
usual processes of regulatory approval by allowing sponsors to gain
regulatory approval for their new medical countermeasures on the
basis of animal studies, which model the disease in human beings.
The rule stipulates that animal studies can be used to establish the
effectiveness for products where the mechanisms of toxicity of the
product is well understood, where the effect is established in more
than one species of animal expected to be predictive for humans (in
some cases one well characterized animal model could be suffi-
cient), and the workings of the drug are sufficiently well under-
stood to allow for the selection of an effective dose in humans (FDA,
2002).

This new animal rule pathway too has been used on several



there is a serious life-threatening illness caused by an agent,
whether it is reasonable to believe that the product would be
effective for its intended use, whether the known and potential
benefits outweigh the risks, andwhether there is no other adequate
and approved medical countermeasure available (IOM, 2010:29).

Other governments are looking into introducing similar pro-
cesses. In Europe, for example, the European Commission has spent
much of the past decade developing its own health security
framework e focussing on prevention, preparedness, and re-
sponses to threats (EC, 2009; European Commission, 2012). A new
agreement on strengthening EU health security reached in 2013
also:

provides for the possibility that the Commission recognizes a
situation of public health emergency for the purposes of con-
ditional marketing authorizations for medicinal products and
for derogations of the terms of a marketing authorization for a
human influenza vaccine. This would allow accelerated mar-
keting of medicinal products or vaccines in an emergency situ-
ation (EU, 2013).

Such procedures would enable e again under exceptional
emergency conditions only e medical countermeasures to be
deployed even without marketing approval or, in the case of
Europe, via expedited approval procedures. Deploying the state’s
exceptional power to temporarily suspend existing regulatory
frameworks during an emergency thus marks another pivotal axis
in the extraordinary medical countermeasures regime that gov-
ernments have been creating.
4.5. Mass drug administration systems: the National Pandemic Flu
Service

Governments have even developed elaborate new systems of
the mass administration of medical countermeasures outside of the
more established clinical settings like hospitals, doctor’s surgeries,
and pharmacies. Developing such new systems has been necessary
to cope with the logistical challenges of rapidly distributing large
quantities of medical countermeasures to the population in the
event of an emergency. Perhaps the most prominent recent
example of this process was the launch of the National Pandemic
Flu Service (NPFS) in the United Kingdom during the 2009 influ-
enza A(H1N1) pandemic. Faced with an unexpected surge in hu-
man H1N1 infections, which was by this time also beginning to
place a heavy burden on the National Health Service (NHS), the UK
authorities decided to set up a new telephone and internet-based
National Pandemic Flu Service that could distribute the antiviral
medication directly tomembers of the population. NPFS was, in the
words of one report, the ‘first mass application of non-clinical based
triage’ (Baker, 2010: 7).

In most cases, concerned citizens were able to obtain Tamiflu
prescriptions simply by going through a quick and fairly simple



governments are becoming much more deeply imbricating in the
pharmaceuticalization of society.

http://refhub.elsevier.com/S0277-9536(14)00266-4/sref1
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref1
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref1
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref3
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref3
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref3
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref4
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref4
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref4
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref4
http://www.phe.gov/about/barda/Pages/2011barda-stratplan.aspx
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref6
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref6
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref6
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref6
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref6
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref7
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref7
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref7
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref7
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref8
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref8
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref8
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref8
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref9
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref9
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref10
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref10
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref11
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref11
http://ir.chimerix.com/releasedetail.cfm?ReleaseID=768559
http://ir.chimerix.com/releasedetail.cfm?ReleaseID=768559
http://ir.chimerix.com/releasedetail.cfm?ReleaseID=768559
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref12
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref12
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref13
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref13
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref14
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref14
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref15
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref15
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref16
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref16
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref17
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref17
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref17
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref18
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref18
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref19
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref19
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref20
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref20
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref21
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref21
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref22
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref22
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref23
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref23
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref23
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref24
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref24
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref25
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref25
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref25
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref26
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref26
http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/q_and_a/q_and_a_detail_000080.jsp
http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/q_and_a/q_and_a_detail_000080.jsp
http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/q_and_a/q_and_a_detail_000080.jsp
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref28
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref28
http://ec.europa.eu/health/preparedness_response/policy/index_en.htm
http://ec.europa.eu/health/preparedness_response/policy/index_en.htm
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref30
http://www.eu2013)ie/news/news-items/20130516crossborderhealthupdateengonly/
http://www.eu2013)ie/news/news-items/20130516crossborderhealthupdateengonly/
http://frwebgate.access.gpo.gov/cgi-bin/getdoc.cgi?dbname=2002_register%26docid=fr31my02-6.pdf
http://frwebgate.access.gpo.gov/cgi-bin/getdoc.cgi?dbname=2002_register%26docid=fr31my02-6.pdf
http://frwebgate.access.gpo.gov/cgi-bin/getdoc.cgi?dbname=2002_register%26docid=fr31my02-6.pdf
http://frwebgate.access.gpo.gov/cgi-bin/getdoc.cgi?dbname=2002_register%26docid=fr31my02-6.pdf
http://frwebgate.access.gpo.gov/cgi-bin/getdoc.cgi?dbname=2002_register%26docid=fr31my02-6.pdf
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref33
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref33
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref33
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref34
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref34
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref34
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref34
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref35
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref35
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref35
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref36
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref36
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref36
http://www.raps.org/focus-online/news/news-article-view/article/2649/in-first-for-animal-rule-pathway-fda-approves-gsks-raxibacumab.aspx
http://www.raps.org/focus-online/news/news-article-view/article/2649/in-first-for-animal-rule-pathway-fda-approves-gsks-raxibacumab.aspx
http://www.raps.org/focus-online/news/news-article-view/article/2649/in-first-for-animal-rule-pathway-fda-approves-gsks-raxibacumab.aspx
http://ghsi.ca/english/statementlondonmar2002.asp
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref39
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref39
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref40
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref40
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref41
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref42
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref42
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref42
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref42
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref43
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref43
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref44
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref44
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref45
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref45
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref46
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref46
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref46
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref46
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref47
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref47
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref47
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref48
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref48
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref48
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref48
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref49
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref49
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref49
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref49
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref50
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref50
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref51
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref51
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref51
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref52
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref52
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref52
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref53
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref53


Livre Blanc, 2013. Le Livre blanc sur la défense et la sécurité nationale. Direction de
linformation légale et administrative, Paris.

McInnes, Colin, Lee, Kelley, 2006. Health, security and foreign policy. Review of
International Studies 32 (1), 5e23.

McInnes, Colin, Rushton, Simon, 2013. HIV/AIDS and securitization theory. Euro-
pean Journal of International Relations 19 (1), 115e138.

MOD, 2010. CBR Medical Countermeasures, Defense Technology Plan. Retrieved
March 13, 2013 from: http://www.science.mod.uk/strategy/dtplan/sector_istar.
aspx?ThemeId¼7d48c1fb-bfd3-4371-83c4-79bf094793aa&ThemeType¼rdo&.

Mounier-Jack, Sandra, Coker, R., 2006. How prepared is Europe for pandemic
influenza? Analysis of national plans. The Lancet 367, 1405e1411.

Mounier-Jack, Sandra, Jas, Ria, Coker, R., 2007. Progress and shortcomings in Eu-
ropean national strategic plans for pandemic influenza. Bulletin of the World
Health Organization 85.

NIC, 2000. The Global Infectious Disease Threat and Its Implications for the US.
Retrieved March 20, 2014 from: http://www.fas.org/irp/threat/nie99-17d.
htm.

Nicoll, Angus, Sprenger, M., 2011. Learning lessons from the 2009 pandemic:
putting infections in their proper place. European Journal of Epidemiology 26
(3), 191e194.

NSS, 2006. The National Security Strategy of the United States. The White House,
Washington, D.C.

Peek, Sandra, 2009. The Distribution of Tamiflu Is Open toWidespread abuse. Letter.
The Telegraph. 29 July. Retrieved July 8, 2010 from: http://www.telegraph.co.
uk/comment/letters/5926603/The-distribution-of-Tamiflu-is-open-to-
widespread-abuse.html.

Permanand, Govin, 2006. EU Pharmaceutical Regulation: The Politics of Policy-
Making. Manchester UP, Manchester.

http://refhub.elsevier.com/S0277-9536(14)00266-4/sref54
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref54
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref55
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref55
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref55
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref56
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref56
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref56
http://www.science.mod.uk/strategy/dtplan/sector_istar.aspx?ThemeId=7d48c1fb-bfd3-4371-83c4-79bf094793aa%26ThemeType=rdo%26
http://www.science.mod.uk/strategy/dtplan/sector_istar.aspx?ThemeId=7d48c1fb-bfd3-4371-83c4-79bf094793aa%26ThemeType=rdo%26
http://www.science.mod.uk/strategy/dtplan/sector_istar.aspx?ThemeId=7d48c1fb-bfd3-4371-83c4-79bf094793aa%26ThemeType=rdo%26
http://www.science.mod.uk/strategy/dtplan/sector_istar.aspx?ThemeId=7d48c1fb-bfd3-4371-83c4-79bf094793aa%26ThemeType=rdo%26
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref58
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref58
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref58
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref59
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref59
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref59
http://www.fas.org/irp/threat/nie99-17d.htm
http://www.fas.org/irp/threat/nie99-17d.htm
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref61
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref61
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref61
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref61
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref62
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref62
http://www.telegraph.co.uk/comment/letters/5926603/The-distribution-of-Tamiflu-is-open-to-widespread-abuse.html
http://www.telegraph.co.uk/comment/letters/5926603/The-distribution-of-Tamiflu-is-open-to-widespread-abuse.html
http://www.telegraph.co.uk/comment/letters/5926603/The-distribution-of-Tamiflu-is-open-to-widespread-abuse.html
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref64
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref64
http://www.phe.gov/Preparedness/mcm/phemce/Pages/strategy.aspx
http://www.phe.gov/Preparedness/mcm/phemce/Pages/strategy.aspx
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref66
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref66
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref66
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref67
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref67
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref67
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref68
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref68
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref68
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref69
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref69
http://www.nti.org/gsn/article/q-bioshield-program-successful-after-rocky-start-hhs-preparedness-chief-says/
http://www.nti.org/gsn/article/q-bioshield-program-successful-after-rocky-start-hhs-preparedness-chief-says/
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref71
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref71
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref72
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref72
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref73
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref73
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref73
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref74
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref74
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref75
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref75
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref76
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref76
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref76
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref77
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref77
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref78
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref78
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref78
http://refhub.elsevier.com/S0277-9536(14)00266-4/sref78

	Medical countermeasures for national security: A new government role in the pharmaceuticalization of society
	1 Introduction
	2 Health security: the microbial turn in security policy
	3 Medical countermeasures: the rise of exceptional pharmaceuticals
	4 An extraordinary medical countermeasure regime
	4.1 Project BioShield: public funds for medical countermeasures
	4.2 The PREP Act: new legal protections for pharmaceutical companies
	4.3 The animal efficacy rule: special pathways for regulatory approval
	4.4 Emergency use authorization: new pathways for using unapproved drugs
	4.5 Mass drug administration systems: the National Pandemic Flu Service

	5 Conclusion
	Acknowledgement
	References


