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Until 1995, clinical trials were mainly conducted in the USA, 
Europe, and Japan, but in the era of globalisation drug companies 
have been steadily outsourcing their research enterprises to the 
developing world. According to an article in the New England 
Journal of Medicine, approximately one third of the trials 
conducted by the 20 largest US-based pharmaceutical companies 
now take place in other countries, ‘many in developing 
countries’ [Ref: NEJM]. Western research institutions also play 
a significant role in trialling drugs in the developing world, with 
particular emphasis on diseases such as HIV/AIDS, tuberculosis 
(TB) and malaria [Ref: Biomedcentral.com]. Some argue that 
the globalisation of clinical research brings global benefits, 
enabling pharmaceutical companies to test new drugs more 
quickly, effectively and cheaply [Ref: MedicalProgressToday.com] 
- the cost of conducting clinical trials in developing countries 
can be as much as 60% cheaper than in the West [Ref: TIME]. 
Commentators point to other advantages too; the existence of 
a large and genetically diverse population in India for example 
is said to provide a ‘microcosm of the world’ [Ref: Thaindian]. 
Clinical trials also bring resources and expertise to resource-
poor countries, and give trial participants access to treatment 
that they would otherwise be denied. But others argue that ‘Big 
Pharma’ is exploiting the poverty of ill people in the developing 
world, by taking advantage of their need for medical help in 
order to make the maximum profit from new drugs. There is 
a concern that powerful companies and research institutions 
cannot be held to account by the poor, sick and frequently 
illiterate people who often become part of clinical trials, and that 
citizens of resource-poor countries are being used as guinea pigs 
for drugs [Ref: Wired].
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http://en.wikipedia.org/wiki/Capacity_building
http://www.clinicaltrials.gov/ct2/info/understand
http://www.ctri.in:8080/Clinicaltrials/trials_jsp/index.jsp
http://www.cirp.org/library/ethics/helsinki/
http://plato.stanford.edu/entries/clinical-research/
http://en.wikipedia.org/wiki/Informed_consent
http://en.wikipedia.org/wiki/Medical_ethics
http://www.nejm.org/doi/full/10.1056/NEJMsb0803929
http://www.biomedcentral.com/1471-2458/9/249
http://www.medicalprogresstoday.com/spotlight/spotlight_indarchive.php?id=1269
http://www.time.com/time/health/article/0,8599,1830334,00.html
http://www.thaindian.com/newsportal/sci-tech/india-a-genetically-secular-country-study_10042050.html
http://www.wired.com/wired/archive/14.03/indiadrug.html?pg=1&topic=indiadrug&topic_set=
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 2 of 6The clinical trials debate in context

Are clinical trials in the developing world inherently 
exploitative?
Increasing global concern about unscrupulous trials has attracted 
adverse coverage in the media and medical journals. In recent 
years a number of high profile Public Interest Litigation (PIL) 
cases in India have even seen the Supreme Court intervene in 
this politically fraught area, demanding decisive action from 
government and the Medical Council of India [Ref: Business 
Standard]. In such scenarios, some argue that the outsourcing of 
clinical trials amounts to the outsourcing of risk [Ref: Guardian]. 
As people in developing countries often participate in clinical 
trials as their only way to access effective medical treatment, 
it is argued that trials take advantage of desperation, without 
providing the ongoing medical care that people need: for 
example, by ensuring that trial participants continue to receive 
medical care when the trial has finished. It is important to note 
that some clinical trials need to take place in the developing 
world – for example, if the effects of drugs designed to treat 
diseases such as malaria, which largely affect non-Western 
countries, are to be assessed. Additionally, as medical scientists 
become more aware of the impact of genetic differences on the 
way in which individuals respond to drugs, ensuring that tests 
are conducted on people with diverse genetic profiles becomes 
more important [Ref: BBC News].

Do clinical trials in resource-poor countries cause 
harm?
With all clinical trials, wherever they take place, there is some 
risk to the health of the participant. Some recent clinical trials 
in developing countries have been dogged by controversy over 

ethical procedures [Ref: SOMO]. In 2011 there were 438 deaths 
attributed to clinical trials in India. Cases such as the testing of 
the human papillovirus (HPV) vaccine on teenage girls in tribal 
regions of Northern India, a study which involved 23,000 girls, 6 
of whom died, have raised further questions about the ethical 
framework under which such trials are operating, despite a 
scientific investigation finding that the deaths weren’t linked to 
the vaccine [Ref: Nature]. But, some argue, while it is possible 
for trials to be poorly designed, this is different from arguing 
that outsourcing clinical trials is itself a problem. The potential 
for harm needs to be balanced against the potential benefits 
afforded by new drugs, both for the trial participants and for 
human health in general [Ref: The Times]. Some speak very 
positively about the benefits of clinical trials, wherever they 
are undertaken and furthermore, suggest that India and other 
countries have a unique opportunity to train themselves in drug 
development, and to play a part in global medical progress [Ref: 
Hindu]. 

How are concerns around regulation being 
addressed?
The broad principles governing clinical trials were laid out in the 
1964 Declaration of Helsinki [Ref: BMJ], which has been revised 
several times [Ref: WMO]. Two key principles for regulating 
clinical trials are that the participants must give their informed 
consent to take part and that the study should be approved 
by an ethical review committee Few would deny that both the 
pharmaceutical industry and research institutions have taken 
steps to establish stronger procedures to secure informed 
consent and greater ethical oversight [Ref: The Ethox Centre]. 

http://business-standard.com/india/news/subir-roy-clinical-trials-gone-haywire/481967/
http://business-standard.com/india/news/subir-roy-clinical-trials-gone-haywire/481967/
http://www.guardian.co.uk/commentisfree/2009/sep/24/ethical-foreign-drug-trials/
http://news.bbc.co.uk/1/hi/health/7034089.stm
http://somo.nl/publications-en/Publication_2472
http://www.nature.com/news/2011/110622/pdf/474427a.pdf
http://www.thetimes.co.uk/tto/health/article1787806.ece
http://www.thehindubusinessline.com/opinion/article3712777.ece?homepage=true
http://www.cirp.org/library/ethics/helsinki/
http://www.upf.pf/IMG/doc/03Deutsch.doc
http://www.ethox.org.uk/research-1/global-health-ethics/the-ethics-of-collaborative-global-health-research
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 3 of 6THE clinical trials debate in context continued...

However, critics of clinical trials in developing countries point 
out that the vulnerability caused by poverty and illiteracy make 
it difficult to ensure that participants fully understand the risks 
and consequences of trials, and generate substantial obstacles 
to achieving appropriate levels of regulatory checks and ethical 
oversight [Ref: NEJM]. Another perspective is that adherence 
to a ‘one size fits all’ ethical standard can amount to a paper 
approval which distracts researchers from taking on board their 
own responsibilities for developing an ethical approach that 
is appropriate to the context in which they are working [Ref: 
American Scientist]. Are international regulations enough to 
ensure decent treatment of trial participants? To what extent 
can national regulations in resource-poor countries protect their 
citizens’ interests in relation to clinical trials [Ref: IJME]? And is 
there a danger of over- regulation?

Who benefits?
Conducted appropriately, clinical trials themselves can provide 
several benefits. The participating physicians get first-hand 
experience of new drugs as well as extensive training. Resource-
starved public hospitals see trials as a source of funds for much-
needed improvements in infrastructure, and it is argued that 
those with diseases benefit since they get free, focused and 
more frequent medical supervision for the duration of the trial. 
New drugs and treatments can be trialled that are of direct 
importance to the health of people in participating countries, 
whilst involvement in international trials is beneficial for the 
science base and, in some places such as India and South Africa, 
the economy of the country involved. Once predicted to be 
the new global centre of clinical research, a recent decline in 

the number of trials now undertaken in India has encouraged 
commentators to make the case for their economic benefits – 
especially as it has been reported that the proportion of global 
trials currently being conducted in China is significantly higher 
than in India [Ref: Mint]. Furthermore, advocates argue that 
much has been done to improve ethics procedures in developing 
countries and that exploitation of people can be avoided 
through strategies that emphasise capacity building and through 
developing appropriate forms of ethical regulation [Ref: Nuffield 
Bioethics]. The lower costs of trials in these countries also allow 
trials to go ahead which would be unfeasible otherwise. Others 
argue that a clinical trial, which provides resources for a limited 
time that may disappear after the trial is over, takes advantage 
of the gap left by a decent healthcare infrastructure. There also 
exists a wider cultural context of unease about the motivations, 
actions and accountability of the global pharmaceutical industry 
[Ref: Nation]. Can an appropriate balance be struck between the 
demands of Western pharmaceutical companies and research 
institutions and the needs of trial participants?

http://www.nejm.org/doi/full/10.1056/NEJMsb0803929
http://www.americanscientist.org/science/content1/14726
http://www.issuesinmedicalethics.org/094di114.html
http://www.livemint.com/Companies/TE2S0sgy0y2iwTQURWW0CP/Clinical-trials-continue-to-decline-in-India.html
http://www.nuffieldbioethics.org/sites/default/files/Ethics%20of%20research%20related%20to%20healthcare%20in%20developing%20countries%20I.pdf
http://www.nuffieldbioethics.org/sites/default/files/Ethics%20of%20research%20related%20to%20healthcare%20in%20developing%20countries%20I.pdf
http://www.thenation.com/issue/september-12-2005
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http://www.reuters.com/article/2011/05/06/us-pharmaceuticals-trials-idUSTRE7450SV20110506
http://content.nejm.org/cgi/content/full/360/8/816
http://content.nejm.org/cgi/content/full/360/8/816
http://www.thaindian.com/newsportal/sci-tech/india-a-genetically-secular-country-study_10042050.html
http://www.acunovalife.com/pdf/whitepapers/Whitepaper-CT%20in%20India.pdf
http://www.livemint.com/Politics/D0gBgwCn3huK72S06p8K5H/The-dark-underbelly-of-Indias-clinical-trials-business.html
http://www.dnaindia.com/analysis/comment_clinical-trials-in-india-a-delicate-line-to-tread_1633621
http://www.independent.co.uk/news/world/asia/without-consent-how-drugs-companies-exploit-indian-guinea-pigs-6261919.html#
http://www.independent.co.uk/news/world/asia/without-consent-how-drugs-companies-exploit-indian-guinea-pigs-6261919.html#
http://www.alternet.org/story/152568/unregulated_clinical_trials%2C_exploitation%2C_and_profit%3A_how_the_fda_allows_big_pharma_to_exploit_the_poor_in_south_america?paging=off
http://www.alternet.org/story/152568/unregulated_clinical_trials%2C_exploitation%2C_and_profit%3A_how_the_fda_allows_big_pharma_to_exploit_the_poor_in_south_america?paging=off
http://www.thehindu.com/opinion/columns/Kalpana_Sharma/article2090151.ece
http://www.guardian.co.uk/commentisfree/2009/sep/24/ethical-foreign-drug-trials
http://www.thehindubusinessline.com/opinion/article3712777.ece?homepage=true
http://www.plosmedicine.org/article/info%3Adoi%2F10.1371%2Fjournal.pmed.1001228
http://forbesindia.com/blog/health/dont-be-averse-to-clinical-trials-fix-the-system/
http://www.guardianweekly.co.uk/?page=editorial&id=1379&catID=8
http://appliedclinicaltrialsonline.findpharma.com/appliedclinicaltrials/article/articleDetail.jsp?id=640606&sk=&date=&pageID=2
http://appliedclinicaltrialsonline.findpharma.com/appliedclinicaltrials/article/articleDetail.jsp?id=640606&sk=&date=&pageID=2
http://www.medicalprogresstoday.com/spotlight/spotlight_indarchive.php?id=1269
http://www.medicalprogresstoday.com/spotlight/spotlight_indarchive.php?id=1269
http://www.ted.com/talks/boghuma_kabisen_titanji_ethic
http://www.forbes.com/sites/aroy/2012/04/24/how-the-fda-stifles-new-cures-part-i-the-rising-cost-of-clinic
http://www.forbes.com/sites/aroy/2012/04/24/how-the-fda-stifles-new-cures-part-i-the-rising-cost-of-clinic
http://blogs.wsj.com/health/2012/03/01/stronger-code-of-practice-for-global-pharma-industry/
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http://www.nature.com/news/2011/110622/full/474427a.html
http://www.americanscientist.org/bookshelf/pub/help-harm-and-human-subjects
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http://www.guardian.co.uk/society/2007/jan/02/health.india
http://www.guardian.co.uk/society/2007/jan/02/health.india
http://www.independent.co.uk/news/business/analysis-and-features/how-the-worlds-drug-firms-sacrificed-profits-in-the-battle-against-aids-426582.html
http://www.independent.co.uk/news/business/analysis-and-features/how-the-worlds-drug-firms-sacrificed-profits-in-the-battle-against-aids-426582.html
http://www.ijme.in/134ss132.html
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http://www.nuffieldbioethics.org/sites/default/files/files/Clinical%20research%20in%20developing%20countries%20Discussion%20Paper.pdf
http://www.nuffieldbioethics.org/sites/default/files/files/Clinical%20research%20in%20developing%20countries%20Discussion%20Paper.pdf
http://www.amanet-trust.org/
http://www2.lse.ac.uk/researchAndExpertise/units/BIONET/
http://www.edctp.org/
http://www.edctp.org/
http://icmr.nic.in/
http://www.ifpma.org/ethics/ifpma-code-of-practice/ifpma-code-of-practice.html
http://www.ifpma.org/ethics/ifpma-code-of-practice/ifpma-code-of-practice.html
http://www.mrc.ac.uk/index.htm
http://somo.nl/publications-en/Publication_2472
http://www.cioms.ch/publications/layout_guide2002.pdf
http://www.cioms.ch/publications/layout_guide2002.pdf
http://www.wellcome.ac.uk/
http://www.who.int/about/en/
http://www.wma.net/en/30publications/10policies/b3/index.html
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http://www.rsc.org/chemistryworld/2013/01/india-supreme-court-unethical-clinical-trials
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http://www.business-standard.com/india/news/govt-tightening-clinical-trial-norms/482464/
http://www.thehindu.com/news/national/article3570279.ece
http://www.thehindu.com/news/national/article3570279.ece
http://www.sciencecodex.com/phase_iii_trial_of_dapivirine_ring_begins_in_africa_new_hiv_prevention_approach_for_women-95558
http://www.sciencecodex.com/phase_iii_trial_of_dapivirine_ring_begins_in_africa_new_hiv_prevention_approach_for_women-95558
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http://www.newscientist.com/article/dn22095-threeinone-drug-wipes-the-floor-with-tb.html
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http://www.indianexpress.com/news/sc-slams-centre-for-human-drug-trials/975078/
http://www.thehindubusinessline.com/industry-and-economy/article3640143.ece
http://www.deccanherald.com/content/264193/clinical-trials-get-bad-press.html
http://www.asianage.com/india/india-accounts-15-pc-global-drug-trials-humans-190
http://in.reuters.com/article/2011/10/18/idINIndia-59968620111018
http://www.pharmatimes.com/article/11-06-09/UK_clinical_trials_in_dramatic_decline_NHS_Confederation_says.aspx
http://www.pharmalot.com/2011/05/clinical-trial-deaths-and-compensation-in-india/
http://www.sify.com/news/karnataka-denies-ban-on-clinical-drug-trials-news-health-lfevujabjcd.html
http://articles.timesofindia.indiatimes.com/2011-02-05/india/28362377_1_clinical-trials-registry-ctri-trials-account
http://www.nytimes.com/2010/06/22/health/research/22trial.html
http://www.nation.co.ke/News/africa/-/1066/840742/-/124guwuz/-/
http://www.ft.com/cms/s/0/acbd525c-f5ac-11de-90ab-00144feab49a.html
http://www.guardian.co.uk/theguardian/2009/oct/21/health-and-safety-medical-science
http://www.thehindu.com/holnus/099200908100321.htm
http://www.business-standard.com/india/news/bill-to-regulate-human-genetic-research-soon-govt/69534/on
http://www.time.com/time/health/article/0,8599,1830334,00.html
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