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1. Background

AIDS is one of the most devastating illnesses tleldvhas ever faced. Since the disease was first
reported in 1981, more than 60 million people hbgen infected and around 20 million have died.
At the end of 2006, 40 million people were Hpgsitive (25 million of them in SuSaharan Africa,
most of whom do not have access to the-ggitbviral drugs which have contained the diseadbe
developed world). Yet, scientists are almost ne@ldo producing a vaccine against HIV infection
than in the 1980s. The main ray of hope for devalp@m vaccine was provided by “the Nairobi
prostitutes”, as they have become known amongstSAtxpert$. > These women, a group of
commercial sex workers from a slum called MajengdNairobi’'s Pumwani District, have attracted
the attention of the international community sittoe early 1990s.

In the late 1980s, Canadian infectious disessentist Francis Plummer first notiéesomething
perplexing amongst a group of 2,000 Nairobi pragt# enrolled in a study regarding sexually
transmitted diseases (STDshpproximately 5% of these women had repeatedieteregative for
HIV infection, despite their highisk behaviouf according to the research team, some of the women
had experienced hundreds of unprotected exposordbet AIDS virus over a decade without
showing any signs of HIV infectioh.

At forty-one, Hala has five children and eight grandchildider first husband left when
their second child was born. Her second husbardiafiaids nearly twenty years ago, in the
earliest days of the epidemic. Hala often tellsppedhat she sells charcoal, doughnuts, or
cooking oil on the streets, but that isn't truee &ha prostitute, who has spent nearly half her
life working out of a wattle hut in Pumwani, one Ig&irobi's most crowded--and violent--
slums. On an average day, she might see ten mes,afnthem truck drivers from Tanzania.
Her "office” has just enough room for a single bedtool, a customer, herself, and a wicker
basket filled with condoms. The basket is a reeeldlition; only in the past year or so have
her clients agreed to use condoms with any regylari In Pumwani, more than ninety per

! UNAIDS/WHO AIDS Epidemic Update: December 20@p://data.unaids.org/pub/EpiReport/2006/02
Global_Summary 2006 EpiUpdate eng.pdfessed July 5 2007.

%2 The Associated Press, ‘Nairobi Prostitutes mayl lkely to AIDS Vaccine,CNN, 25 October 1997,
http://www.cnn.com/HEAL TH/9710/25/kenya.aids/indexal accessed 6 March 2007.

% John Carlin, ‘Hope for Aids cure as prostituteyderus in the slums’, The Obseryédovember 232003
http://observer.guardian.co.uk/science/story/0,187%,00.html#article _continueccessed July 11 2007.

* This phenomenon was first described by Frank Plamanhthe 1993 International AIDS conference inliBetawrence
K Altman, ‘HIV Immunity Discussed at Berlin Conferee,’ New York TimesJune 9, 1993 available at
http://query.nytimes.com/gst/fullpage.html?res=9EODB1F3FF93AA35755C0A965958260&sec=health&spon=&pag
ewanted=prinaaccessed 10 July 2007.

® The cohort of female sex workers was establislyelizabeth Ngugi and colleagues from the UnivgrsitNairobi

and the University of Manitoba, see Richard JeHréRiddle Women: Reports of Progress Toward Unideding How
Some People Appear to Fight Off HIV, atvw.thebody.com/content/art1571.htraccessed July 9 2007.

® Hilary Bower, ‘Science: New hope; African prostitss who seem to have developed immunity to Hl\ehasinted an
Oxford research team in the direction of a vaceia@d not only for the prosperoushe Independer{tondon)
November 29 1998.

" Annechristine d'Adesky and Richard Jeffreys, ‘The AdricConnection. Sex workers provide clues for aivagc

HIV+ 3, March 1999 available attp://www.aidsinfonyc.org/hivplus/issue3/aheadfztn.html accessed 10 July 2007.




cent of prostitutes--and many of their clients+ssitive for the virus. Hala has engaged in
unprotected sex with hundreds of Hpdsitive men. ... Remarkably, though, she has never
become infected,

Since 1998 researchers from the universities of ofdxf Nairobi, and Manitoba have been
collaborating on a project to develop a vaccinaregad!V based on the immunological protection
mechanisms found in these sex workers. The pattiperincludes the UK Medical Research
Council; the International AIDS Vaccine InitiatiggAVI) ® and the Uganda Virus Research Institute.

An early study which followed 424 sex workers betwel985 and 1994, established that a small
proportion of highly exposed individuals have aunal protective immunity, which means they are
resistant to HIV infectiort’

Subsequent studies aimed to clarify the naturehef women’s immune response as this “has

significant implications for vaccine desigh”What was it about the women’s immune response that
was so successful it made them resistant to HIM®88 study did not find conclusive answers, but

did establish that in contrast to research conduetmongst Caucasian populations, the Nairobi

women'’s resistance could not be accounted for bipwa mechanisms suggested so'far.

An immunological evaluation in a further study &ditthed that the HIV resistant women possessed
high levels of a type of white blood cell known@gotoxic T lymphocytes, or killer -Tells, which
showed an HIV1 specific response. The women’s killerc@lls were able to quickly target
particular proteins produced by the HIV virus, efthe virus could take hold, which protected them
against HIV1 infection® This provided the researchers with a new undeditg, on which
subsequent vaccine development was ba$§éu*®

& Michael Specter, ‘The vaccingHas the race to save Africa from aids put Wesseience at odds with Western
ethics?’,The New Yorkerebruary 3, 2003 alittp://www.michaelspecter.com/ny/2003/2003 02 _038ciree.html
accessed 5 July 2007.

° JAVI is a global notfor-profit, publicprivate partnership working to accelerate the dswalent of a vaccine to prevent
HIV infection and AIDS, founded in 199&tp://www.iavi.org/viewpage.cfm?aid=24

9 Fowke KR, Nagelkerke NJ, Kimani J, Simonsen JNzaa AO, Bwayo JJ, MacDonald KS, Ngugi EN, PlumiRar
‘Resistance to HIVL infection among persistently seronegative prot# in Nairobi, Kenyal.ancet1996 Nov 16; 348
(9038):1347#51.

' RowlandJones SL, Dong T, Fowke KR, Kimani J, Krausa P, 8lett, Blanchard T, Ariyoshi K, Oyugi J, Ngugi E,
Bwayo J, MacDonald KS, McMichael AJ, Plummer FAyt&toxic T cell responses to multiple conserved lepitopes
in HIV -resistant prostitutes in Nairobil’Clin Invest 1998 Nov 1; 102(9):17585.

2 Fowke KR, Dong T, Rowlandones SL, Oyugi J, Rutherford WJ, Kimani J, KraRsBwayo J, Simonsen JN, Shearer
GM, Plummer FA. ‘HIV type 1 resistance in Kenyax serkers is not associated with altered cellulegceptibility to
HIV type 1 infection or enhanced bathemokine productionAIDS Res Hum Retrovirusek998 Nov 20; 14(17):1521
30.

13 Fowke KR, Kaul R, Rosenthal KL, Oyugi J, KimanRutherford WJ, Nagelkerke NJ, Ball TB, Bwayo Silnonsen
JN, Shearer GM, Plummer FA. ‘H¥¥-specific cellular immune responses among Hixésistant sex workers,’
Immunol Cell Biol 2000 Dec; 78 (6):5865.

1 Bower, H, Ibid.

!> Rowland-Jones S, Dong T, Krausa P, Sutton J, Newell H,o5tiy K, Gotch F, Sabally S, Corrah T, Kimani J,
MacDonald K, Plummer F, NdinyAchola J, Whittle H, McMichael A. ‘The role of cytaxic T-cells in HIV infection,’
Dev Biol Stand1998; 92:20914.

® Kaul R, Dong T, Plummer FA, Kimani J, Rostron Tiaia P, Njagi E, Irungu E, Farah B, Oyugi J, Chhérty R,
MacDonald KS, Bwayo JJ, McMichael A, Rowladidnes SL. ‘CD8(+) lymphocytes respond to diffetdit epitopes in
seronegative and infected subjecfsClin Invest 2001 May; 107(10):13030.




Vaccine trials started in 2001 and proceeded thraligical trials | and It” However, in 2004 it was
announced by the Oxford/Nairobi team at an intéonat AIDS-Vaccine conference in Switzerland
that the vaccine had failed to offer sufficientteiion against HIV infection. Initial analysis sted
that although the vaccine was safe and well taerabnly 20% of the volunteer participants had
showed a potentially protective stimulateadll response after receiving the vaccine, andlatvar
rate than desiretf.*

A more recent study, conducted in Nairobi betwe@861- 2000, noted that eleven of the women
who had been classified as HIVresistant had seroconverf8dThis aroused concern, as well as
scientific interest as to whether they had a waimimgunity?* A key finding in this study was that
the women'’s seroconversion was correlated withdaagon in sex work. A break in sex work was
associated with a loss of the immune responseshwhére protecting them against the HIV virus.
The study therefore drew some important conclusiongsaccine development:

... HIV-1 resistance may not be an-atinone phenomenon, but rather an immunologic
state that is inducible given the correct antigestimulus. However, it also suggests that
maintenance of HIML immune resistance will require ongoing antigepitning, either
through intermittent vaccine boosters or through tise of vaccine strategies employing
persistent antigeff.?®

Thus attention shifted to the factors that ledamsonversion, and what could be learnt from tors f
vaccine development:

These findings suggest that vaceinduced protective HIV immunity is a realistic gohut
that vaccine strategies of boosting or persisteigen may be necessary for |einged
protection®*

" Phase | trials are the earliest human tests ififthef a new drug. They involve few people atck for safety, side
effects and efficacy. This information is used $tablish the dose which will be used in the nexgstof testing. Phase 2
trials are carried out in larger groups of volunteéo establish more about efficacy, dosage afel esfifects.

'8 Arthur Okwemba, ‘AIDS Vaccine fails crucial teshaily Nation February 9 2004 available at
http://www.nationmedia.com/daily nation/printpagmanewsid=1480@ccessed 10 July 2007.

19 Michael Waldholz, ‘AIDS Vaccine Disappoints in TesExperimental Drug Failed To Show Robust Respams
Human Immune System\Wall Street JournalSeptember 3, 2004 available at
http://www.aegis.com/news/wsj/2004/\WJ040901.hacdessed 11 July 2007.

20 After initial exposure to any agent, it takes tifoeantibodies to develop. At some point aftétiah HIV infection
seroconversion occurs (usually this takes a fewka/éz a few months): this means there is now actiée level of
antibodies to HIV in the blood, and a person vaBtt(sero)positive for HIV.

% Kaul R, Rowlanelones SL, Kimani J, Dong T, Yang HB, Kiama P, RmsfF, Njagi E, Bwayo JJ, MacDonald KS,
McMichael AJ, Plummer FA'Late seroconversion in Hiesistant Nairobi prostitutes despite-grésting HIV-specific
CD8+ responses,] Clin Invest2001 Feb; 107 (3):349.

% |bid., note 5, p.348.

% An antigen is a substance (in this case the Hivsyithat stimulates an immune response.

# Kaul R, Rowlandlones SL, Kimani J, Fowke K, Dong T, Kiama P, Reftrd J, Njagi E, Mwangi F, Rostron T,
Onyango J, Oyugi J, MacDonald KS, Bwayo JJ, Plumider' New insights into HIV1 specific cytotoxic flymphocyte
responses in exposed, persistently seronegativgakesex workersmmunol Lett2001 Nov 1;79(42):3-13, p.3




Studies have subsequently been conducted on tigetdom survivors which have suggested new
directions in HIV research:

Studying the interaction among immunogenetics, imenvesponses and viral sequences
from all HIV-1 subtypes may increase our understanding of sloWw-H disease
progressiort>

Other studies, which used the women’s genetic sssnphave focused on genetic variation in order to
determine susceptibility to HAI infection®® Genetic studies have provided new insights witare

to the factors associated with resistance to iitfecby HIV-1?" and more studies are underway,
which could contribute to the development of a waeE@gainst HIV.

Follow up studies of 850 women in Majengo are autfyebeing conducted as part of the ongoing
collaborative project by researchers from the wsities of Nairobi, Oxford and Manitoba.

This report is concerned with the issue of benglfiaring with the participants in these studies.
Having outlined the scientific background to theesat goes on to describe the legal and institadio
environment in which both the studies, and thestioe of benefit sharing, take place. It then
examines the negotiating and decisimaking procedures involved, and goes on to outlwemost
significant ethical issues raised, focussing onotiagjon and consent, vulnerability and benefit
sharing. It concludes by identifying ways forwaod develop benefit sharing models in cases of
human genetic research.

11. Legal and Institutional Environment
11. 1. International Laws and Regulations
Research involving human subjects is bound by Deelaration of Helsinkf® and the CIOMS

Guidelines”® These do not have independent legal standingcdmstitute the most authoritative
statements on medical ethics, influencing the fdatmn of international, regional and national

% Fang G, Kuiken C, Weiser B, Rowladdnes S, Plummer F, Chen CH, Kaul R, Anzala AO,y®wh Kimani J,
Philpott SM, Kitchen C, Sinsheimer JS, Gaschendhd D, Shi B, Kemal KS, Rostron T, Brunner C, Betsl®,
Sattenau Q, Paxinos E, Oyugi J, Burger H. ‘Lo@gn survivors in Nairobi: complete HI¥ RNA sequences and
immunogenetic associationd,Infect Dis.2004 Aug 15; 190(4):69701. Epub 2004 Jul 13. p.697.

% Ji H, Ball TB, Kimani J, Plummer FA. ‘Novel inferon regulatory factet polymorphisms in a Kenyan population
revealed by complete gene sequenciddgium Genet2004; 49(10):5285. Epub 2004 Sep 17.

2" For example; “This study adds IRF a transcriptional immunoregulatory gene, tolisteof genetic correlates of
altered susceptibility to HIAL. This is the first report suggesting that a virahscriptional regulator might contribute to
resistance to HIML": Ball TB, Ji H, Kimani J, McLaren P, Marlin C,iHAV, Plummer FA. ‘Polymorphisms in IRR
associated with resistance to HIMnfection in highly exposed uninfected Kenyan s&xkers,’AIDS.2007 May 31; 21
(9):109%1101. p. 1091.

8 World Medical AssociatiorHelsinki Declaration 2000._http://www.wma.net/e/policy/b3.htm

“The Declaration of Helsinkiissued by the World Medical Association in 1964he fundamental document in the
field of ethics in biomedical research and hasuigrficed the formulation of international, regionad aational legislation
and codes of conduct,” Council for Internationag@risations of Medical Sciences (CIOMB)ternational Ethical
Guidelines for Biomedical Research Involving HurBabjects“International Instruments and Guidelines,”
http://www.cioms.ch/frame_guidelines_nov_2002.l#cecessed July 20 2007.

29 CIOMS, International Ethical Guidelines for Biomedical$arch Involving Human Subjects.




legislation. Both however, only refer to benefitw trial participants in terms of posial
obligations, regarding for example, availabilitytefatments®

Most international legal instruments on benefitrgiga govern access to and use of +#mman
genetic resources rather than human genetic resurd@he lack of a binding international legal
framework regarding human genetic resources haprestously generated much concétn.

The most important international legal instrumemtrelevance here is the 197@ternational
Convention on Economic, Social and Cultural RiIgH@ESCR). As one of the principal human
rights treaties, this provides “that States parteeshe covenant recognise the right of everyone to
enjoy the benefits of scientific progress and jiplations”>? Although this “rather indefinite®®
provision can be generally applied to the questbraccess to benefits derived from scientific
activity involving human genetic resources, it doe$ contain any clear guidance as to what this
might actually mean in practice.

The current situation is therefore that each statesponsible for putting its own legal framewark
place to govern the use of human genetic resoubbcessubject to international standards in medical
ethics, this is largely in the context of interoatl guidelines rather than laws.

11. ii International Guidelines

UNESCO has issued a variety Déclarationsrelating to genomics, bioethics and human rigails,
of which demonstrate a particular concern with rega developing countries. None of these are
legally binding, but again they provide importantidglines for states in the formulation of their
legislation and policies.

In 1997 UNESCO’'dUniversal Declaration on the Human Genome and HumRahtsstated that
“Benefits from advances in biology, genetics andlitiee, concerning the human genome, shall be
made available to all, with due regard for the digand human rights of each individudf "and that
“developing countries [are] to benefit from the i@sfements of scientific and technological research
so that their use in favour of economic and sqmiagress can be to the benefit of 1.

%0 Helsinki Declaration Principle 30. CIOMS Guidelines Guideline 10: “any intervention @roduct developed, or
knowledge generated, will be made reasonably alail@r the benefit ofhat population or community”.

31 See Lorraine Sheremeta, ‘Population Genetic Ssuthethere an Emerging Legal Obligation to Shazadits?’
Health Law Review?2/1 (2003) 338. See Kadri SimnBenefit Sharing FrameworksJustifications for and against
benefit sharing in human genetic researe¢h Report for Genbenefit, availablevatvw.uclan.ac.uk/genbenefitee also
discussion on HUG@tatement on Benefit Sharibglow.

32 United Nations|nternational Convention on Economic, Social andt@al Rights 1976, Article 15(1) (b)
http://www.unhchr.ch/html/menu3/b/a_cescr.rdotessed 21 February 2007.

% See Kadri SimmBenefit Sharing FrameworksJustifications for and against benefit sharinchinman genetic
research p.4.

% UNESCO,Declaration on the Human Genome and Human Rigle87, (article 12(a) )
http://portal.unesco.org/en/ev.phfikRlL _ID=13177&URL_DO=DO_TOPIC&URL_SECTION=201.htratcessed 13
July 2007.

% |bid., article 19(a), iii.




In 2003 UNESCO’dnternational Declaration on Human Genetic Dagéapanded on this general
notion of the sharing of benefits. Article 19 stathat benefits “resulting from the use of human
genetic data.....should be shared with the socieyalsole and the international communit§”.

UNESCO’sUniversal Declaration on Bioethics and Human Rigl2805) emphasizes the need “to
promote equitable access to medical, scientifictandnological developments as well as the
greatest possible flow and the rapid sharing oflkadge concerning those developments and the
sharing of benefits, with particular attention tie needs of developing countri€sh line with the
scope of thiPeclaration Article 15 stipulates:

1. Benefits resulting from any scientific reseaacil its applications should be shared with
society as a whole and within the international camity, in particular with developing
countries. In giving effect to this principle, béitemay take any of the following forms:

The clearest identification of benefit sharing melyag human genetics so far has been made in the
Human Genome Organisation (HUGO) Ethics CommiSégtement on Benefharing®® Noting
that “benefitsharing has also been established as a principlatefmational law in the area of
biodiversity and genetic resources in food andcagire” the Statementffocuses mainly on the
distribution of “goods that contribute to wdlking” that might arise from human genetic research
based on the participation of different communitiesaddition to recommending “that all humanity
share in the benefits of genetic research”Stetementecommends “that benefits not be limited to
those who have participated in such research”, ‘thad there be prior discussion with groups or
communities on the issue of benditaring.” TheStatementboth defines and contextualises the
concepts it draws upon, such as community andcpiséind therefore makes its recommendations in
a clear context of how these goals might (stattdpachieved. For these reasons it has been well
received in the world of human genetics, whers firoving to be a powerful rhetorical tod!.

The Joint United Nations Programme on HIV/AIDS (UIDS) Ethical Considerations in HIV
Preventive Vaccine Researthis another authoritative ethical statement relevanthis case.
Guidance Point 10 stipulates clearly what may besiciered to be minimum benefits for participants
in HIV preventive vaccine trials in terms of heatthre. These areegular and supportive contact
with health care workers and counsellors throughting course of the trial; comprehensive
information regarding HIV transmission and how @#ncbe preventedaccess to HIV prevention
methods; access to a pagreed care and treatment package for HIV/AIDShdytbecome HIV
infected while enrolled in the trial; compensatfontime, travel and inconvenience for participatio
in the trials; if the vaccine is effective, theylivdlso develop protective immunity to HIV. Notably
however, these are not, strictly speaking, benéfitgs are derivedrom the research, which could

% UNESCO,International Declaration on Human Genetic Dag003, Article 1http://portal.unesco.org/en/ev.php
URL ID=17720&URL_DO=DO_TOPIC&URL_SECTION=201.htratcessed 21 February 2007.

3" UNESCO,Universal Declaration on Bioethics and Human Rig805, Article 2 (f).
http://portal.unesco.org/en/ev.phfRL. ID=31058&URL_DO=DO_TOPIC&URL_SECTION=201.html

% HUGO Ethics CommitteeStatement on Benef&haring (April 9 2000), section G. Benefit Sharing, aahile from
http://www.hugeinternational.org/Statement _on_Benefit_Sharing.&tecessed 13 July 2007.

%9 See Kadri SimmBenefit Sharing Frameworkesp. pp &.

0 UNAIDS, The Joint United Nations Programme on HIV/AIDS (WD) - Ethical Considerations in HIV Preventive
Vaccine ResearglGeneva, May 2000, Switzerlartdtp://www.unaids.org/html/pub/publicationsApeib01/jc072
ethicalcons_en_pdf.pa@fccessed 17 July 2007.




then be shared with the participants, but simplyelies, which may be derived from participating in
vaccine research, in line with current agreed maBonal standards of conduct in medical research.
Most of these ‘benefits’ have been, and continudédo available to the women in the Majengo
studies®

However, like the UNESC@eclarationsand the HUGG5tatementthe UNAIDS guidance has no
legal status. The relevance of these, and othatefines for the ethical issues arising from the
Majengo case are discussed later in this report.

11.iii. National Laws, Regulationsand Institutions

Although Kenya has put regulations in place to gowaccess to nehuman genetic resources and
subsequent benefit sharing, currently no such paliacegulations exist for the use of human genetic
resourced’ The existing regulations were made pursuant tiicse 147 of theEnvironmental
Management and Gordination Act 1999%° Interestingly, genetic material is defined in Gla® of
these regulations as “any genetic material of planimal, microbial or other origin containing
functional units of heredity”. This definition callrguably have been extended to apply to human
genetic resources, but Clause 3(c) expressly easltlde application of the regulations to human
genetic resources.

Kenya has also developéthtional Guidelines for Research and DevelopmeitI®fAIDS Vaccines

to provide a framework for developing and evaluathlV/AIDS vaccines in the country. These
Guidelinesare highly relevant for this report given that tk@jengo studies have contributed to
HIV/AIDS vaccine research and development, althotigh women themselves have not been
involved in the vaccine trials. TH@uidelines‘provide a blueprint for government agencies aad-n
governmental organizations to collaborate with HANJS vaccine research and development
partners to accelerate the research and developfiient

The Guidelinesalso provide an enabling framework for addresssges of financial compensation.
Paragraph 8.3 provides as follows:

Material transfer agreements should state:
— The materials or specimens are for scientificcational and noftommercial purposes only.

*1 This was confirmed by an interview with a Nairdhiiversity Researcher, as well as interviews wiime of the
Majengo participants. It is important to note ttias has been a major factor in the women'’s (caimig) involvement; I
expected treatment, free of charge. Every tinadl Isick | come here for treatment and it's freéltis their treatment,
they give us free medicine because of the natuoaioivork”. GenBenefit, April 2007.

*2 Interview with Ministry of Health (MoH), Kenya, G8enefit April 2007.

“*3The Environmental Management and-@ulination (Conservation of Biological Diversity éfResources, Access to
Genetic Resources and Benefit Sharing) Regulat@0@6, issued under Legal Notice No 160.

* The Kenyan Ministry of Health is currently (ApAIDO7) convening a taskforce to formulate a legatework for the
conduct of such research and related matters,tidtlemphasis on public protection. Interview witbH, GenBenefit,
April 2007.

“5 Ministry of Health.Kenya National Guidelines for Research and Devekgof HIV/AIDS Vaccinedarch 2005,
p.vi.



— Any other use of materials and specimens or reBeasults, including but not limited to

commercial development, may proceed only after lemiltg a cooperative research and
development agreement (RADA). Negotiations mustcoepleted and the RADA executed
before commercial sale of the products. This agesgrmust be binding on all parties with
respect to intellectual property rights.

— Any unauthorised commercial use of the materiats specimens or results without the said
agreement will be subject to financial penalty burt of law.

— No material transfer will be done without the cemtsof the trial participant.

— No material transfer will be done without approweélthe protocol and in accordance to the
Ministry of Health guidelines on transfer of biologl material.

Benefit sharing agreements could effectively beoiporated into the cooperative RADA. The
agreements would then be binding and enforcealain

Interestingly, the preface to th@uidelinesnotes that they were developed in response to the
Majengo case, which represented the beginning efsdarch for an HIV/AIDS vaccine in Kenya.
They thereby filled a gap, given that prior to tHihere were no clear and specific guidelinesitb a

in developing and evaluating HIV/AIDS vaccind§’A consensus workshop was held in 2004 during
which stakeholders’ views were incorporated inte &uidelines The consultation process has not
yet been completed and the Ministry of Healthiis gpen to receiving comments and suggestions.

111. Negotiation and decision making

In the Majengo case, the original, routine issueseagotiation and decisiemaking related to the
conduct of the research studies only involved medess and administrators from the relevant
universities and institutions. Concerns have begpressed in Kenya about the difficulties of
equitable collaborations between Kenyan researciedsthose from Europe and elsewherthis
problem links to the alleged patent dispute betw@gford and Nairobi mentioned below, but also to
wider issues. It is a particular concern in Kergiaen that “A lot of requests for genetic resezaioh
coming from outside countries from collaboratorsefe is very little local genetic research. Mdst o
it is collaborative.*’

There was no formal inclusion of representativesnfthe sex workers in any of these negotiations.
The volunteer (sex worker) participants themselhese at all stages given consent to their
participation in the studi€¥ but as is standard practice in scientific reseatuby have retained no
right of ownership over any donated samples or kedge accrued from those, and therefore no
negotiating rights regarding any subsequent devasops.

“% Ibid., p.vii.

*" Interview with KEMRI, GenBenefit, April 2007.

“8 |ssues have been raised concerning the diffieutifecommunicating adequate information for obtajnineaningful
consent from potential participants given the diffties of translating complex concepts into larggsthat may not (yet)
have the linguistic resources to communicate thttee,moment you begin to talk about even transtainto a language
that the subject, the participant understands fiymlithat most words do not exist here........ so theeepsoblem of the
concepts,” Interview with KEMRI.



For the women, the prospect of free health care is perceived as a major benefit of participating in the
research; “I agreed because when | am sick they help me a lot and when my immunity is down they
will also help me.*® However, wider issues of benefit sharing with the Majengo participants have
only been raised more recentfyjn the context of advances regarding benefit sharing in cases of
nonhuman genetics, and following publicity regarding an alleged dispute between researchers from
the Universities of Oxford and Nairobi over a patent application related to the HIV vatcites

dispute was resolved after “intense” negotiatifnsyhich resulted in a new Memorandum of
Understanding between the parties. Although this provides that the collaborators will be joint
applicants for, and owners of rights, titles and interests of inventions and/or patents arising from the
researchand that research benefits will be shared equally between’iedpes not mention how

the researchers would compensate the Majengo women who have provided so many of the resources
leading to the vaccine developmetit.

Traditionally, donors of samples used for scientific research do not have a stake in future benefits,
except generic benefits such as medical progiéss is why most informed consent forms include a

brief section which explains to the potential participant that no financial or other gains can be
expected from taking part in this research. However, this traditional handling of resource samples has
been increasingly criticised in the context of potential exploitation of research participants in
developing countrie¥ If medical progress is achieved mostly to the benefit of populations in
research funder countries rather than the countries from where research participants are drawn, an
equity problem occurs. To remedy this, the issue of benefit sharing has to be considered.

Their lack of involvement in decisiemaking does not necessarily mean that the women were not
interested in sharing benefits derived from the research involving information obtained from them.
According to some media reports, the women have indeed raised issues related to benefif sharing.

The question of how those who provide human genetic resources for scientific research might be
included in negotiations and decisioraking about benefit sharing is discussed in more detalil in
subsequent sections.

* Interviews with Majengo participants.

0 See Pamela Andanda, ‘A golden chance for medical ethics in Kenya,” June 2004 Sci.Dev.Net
http://www.scidev.net/content/opinions/engfadenchancefor-medicatethicsin-kenya.cfm

* Details came to public attention through the media, where an alleged patent dispute between the Universities of Nairobi
and Oxford was first discussed in 2000, see Mark Turner, ‘Universities’ rift over Aids vaccine defusaagial Times
October 23 2000 . It was reported that disagreements arose when University of Nairobi scientists protested that their
partners at Oxford had patented the HIV vaccine development process without acknowledging them. ‘Kenyan AIDS
Scientists Win Recognition BattleQaily Nation 30 August 2001,
http://www.nationaudio.com/News/DailyNation/Supplerte#ghorizon/06092001/story2.htm

accessed 16 July 2007.

2 See Mark Turner, ‘Universities’ rift over Aids vaccine defused.’

3 The Kenya AIDS Vaccine Initiative: challenges and achievemeNtsysletter of the African AIDS Vaccine

Programme, Issue 2, 2002, note The 30page memorandum, was in force frofhClctober 2001 to 3bSeptember

2004.

4 “[E]arlier, the scientists had indicated that the new arrangements would require individual institutions to pay the
women from the proceeds they get. But this is not reflected in the document [memorandum]” Ibid.

% Doris Schroeder and Carolina Lasén Diaz, ‘Sharing the Benefits of Genetic Resources: From Biodiversity to Human
Genetics, Developing World Bioethic&/ol. 6, No. 3, December 2006.

% Arthur Okwemba, ‘A History of ExploitationPaily Nation,15 July 2000.
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I'V. Ethical issues/concerns

Conducting research involving human genetic ressubtained from participants drawn from a
community such as Majengo, which relies on collabion between researchers from a variety of
countries including developing countries such asiyée raises a number of ethical issues and
concerns. Although the HIV vaccine trial was hédlie 2004, more studies are currently being
conducted, so these issues remain live, and pgessirhe most significant ethical issues in the
Majengo case are related to negotiation and consamtvulnerability of the research subjects, and
benefit sharing.

Determining what qualifies as a benefit, in the teah of benefit sharing, in which participants in
such studies can meaningfully share, particularherg there has been no tangible outcome is a
daunting task’ In this case the trial vaccine developed ouhefstudies has not proved successful,
but the researchers, their institutions, and arguidide whole field of related science and medicine
have gained considerably from the ongoing studiderms of for example, techniques of developing
DNA based vaccine, lessons in immunology, technoldgansfer, and patents for vaccine
development processesThere are other related concerns: Who shouldfibéram the outcome of
these studies; the community members or the caling country as a whole? Who determines the
nature of any benefits to be shared with the gpeids or wider beneficiaries in such cases? What
criteria are used in determining the nature of ¢hlasnefits? What prompts participants to give their
consent to participate in studies involving humeanegic research, and how might these be affected
by benefit sharing negotiations and arrangements? l&st question is closely related to ongoing
debates about exploitation versus undue inducerotrgarticipants. Each of these concerns is
discussed below.

V. i. What prompts participants to give their consent to participate in studies involving human
genetic research, and how might these be affected by benefit sharing negotiations and
arrangements?

Genetic research usually proceeds on the basis thtgatdonors give their informed consent
altruistically>® This is typified by one of the Majengo participantho said, “They can get a cure
from my blood and it can help the whole world. tBat is why | gave myself® However, the
ability of participants to make free and informegtidions to participate in human genetic research
presents unique challenges insofar as “the purpmseshich the data and biological samples are
collected and the uses for which they may be engglayill often only be known in a very general
manner...”! Interestingly, Kenya'Guidelineson HIV vaccines research do address this issute, bu
somewhat superficially. Paragraph 7.3 on the in&mnsonsent process simply provides that “no

°" See Kadri SimmBenefit Sharing Frameworkesp. pp 14.8.

%8 Kenyan researchers have stated that they havditeengersonally and professionally from their itw@ment in such
research, which has simultaneously contributetiéaé¢search capacity of their university, and thentry itself.
Interview with Nairobi University Researcher, GenB#t, April 2007. However, others have suggested the benefits
flowing towards Kenya in terms of technology trarsétc have been disappointingly limited. Intenwigith KEMRI.

%9 Gary E Marchant, ‘Property Rights and Ben&ftaring for DNA Donors,Jurimetrics45 (2005) 15378, note 56,
p.168.

% Interview with Majengo participants, GenBenefipri 2007.

1 OECD,Creation and Governance of Human Genetic ReseaathtiaseOECD Publishing, 2006), p.89.
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biological material transfer shall be done withanformed consent of the trial participanf$.”
However, giving one’s informed consent to the tfan©f material for, potentially, commercial
development, is not equivalent to actually beinglned in the negotiations where issues such as the
sharing of potential benefits may be determined.oAsined in the various guidelines discussed so
far, it is clear that research participants shdaddgiven an opportunity to be involved in any such
negotiation processes, but this provision doesseem to address this concern. In common with
many developing countries Kenya does not have #paaity for scientific analysis of all of the
samples the studies will collect, which means thraimost cases...the samples or the materials are
taken out of the country,”...“In most cases in ourrdoes when these materials are gone we never
get to know what happens to these things.” “Thividual will never get to know what happened to
the samples or what became of the whole study. isSees of benefit are limited to the bus
fare.....And here we also have this problem of dravtimg line between benefit and inducement,
benefit and coercior®®

A common concern related to motivation to partitgpen genetic research is the issue of whether
offering monetary compensation to research pa#didp is an inducement which threatens the very
possibility of voluntary informed consef{tAn alternative of compensation for all DNA dondiss
been proposed® However, this raises the same ethical and pedgtimblem of inducements that
could persuade those who otherwise would not bknett to donate, particularly those in financial
distress. For those who need to undertake comnhesgiawork in order to ensure their economic
survival, this would have to be a very real consitien.

[Ploverty is a great factor and sometimes militagainst voluntary consefft.

UNESCO’sDeclaration on Bioethics and Human Rightstes that “Benefits should not constitute
improper inducements to participate in reseaPéfhe KenyarGuidelineson HIV vaccines research
explicitly recognise this problem (paragraph 713 alearly state that “monetary benefit could be an
inducement for participation in a trial and thuswebnegate free consent.”

Grady has suggested that research participantstealuand sacrifice their time and effort in ortter
support the generation of knowledge that is helpduthe whole society, with little or uncertain
benefit for themselves, and therefore “rather thamg an inducement, money to reimburse research
participants for their expenses and compensate thesame way for their time and effort may be a
demonstration of respect and appreciation for tlgeseerous individuals® “You see, this ‘road
job’, we don’t do it because we like it, there iseason, and if | could get other things apart froth
Chambers’ response to Grady is that “monetary cosgteon nullifies our appreciation...” since,

62 ‘Material transfer’ here refers to the transfenudterials or specimens to another party

% |nterview with KEMRI.

% Christine Grady, ‘Money for Research ParticipatiDoes it Jeopardize Informed ConseAtfierican Journal of
Bioethics1/2 (2001) 4044. See also discussion in Kadri SinBenefit Sharing Frameworkp. 1112.

% Charles M Jordan and Casey J Price, ‘First Matien Hecht: Isn't it Time we Recognise a Propentgiiest in
Tissues, Cells and Gamete&®&al Prop. Prob. & TR. 37/151 (2002) 16471, p.166. Cited in Marchant op cit note 56.
% Interview with KEMRI.

67 Universal Declaration on Bioethics and Human Rigtisicle 15 (2).

% Grady, note 68, p.44.

% Interviews with Majengo participants.
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“...such compensation transforms the research suibjeca commodity.” Grady’s position is that a
participant’s decision may be subject to many ierfices and money may be just one of them.

It has also been suggested that payments shou&Vdleated in the light of the broader research
context because “payments are ethical only in dmext of a comprehensive and effective system of
research protectiong®.

Three practical problems have been identified ierattng a rule at the outset that financial
compensation should be paid to participdntBirst, university scientists would be prohibitedrh
participating in drug discovery based on genomgeaech due to the financial situation of most
universities that do not have funds to pay at tldset; second, “the idea of benefit sharing
presupposes that there are some benefits and bgceomt if no benefit accrues...” and third,
“...fewer projects would move to actual clinical testiif projects taken over from academic groups
had significant financial commitments attached.”

The practical problems arising from financial comgstion may therefore need to be actively
addressed by the negotiating parties.

A helpful precedent has already been set for swade< by the developments in the Canadian
province of Newfoundland and Labrador where thera iequirement for benefit sharing protocols to
be included in studies involving human geneticse Hnovince introduced legislation to establish a
Provincial Health Research Ethics Board (PHREB)ewew all genetic studies conducted in the
province. Apart from this, the recommended bers#aring protocol requires the establishment of a
Standing Committee on Human Genetic Research (SQHG@fat would operate at arabsngth
from, but parallel to, the PHREB”. The model furtlrequires “all research projects utilizing the
Newfoundland genome...to submit a bensharing proposal with supporting rationale to the
SCHRG”. The proposal in this regard should indidabg the economic benefits derived from the
study will be shared. This may take the form of &gneement in principle to bring forward a detailed
plan if and when commercial opportunities ari§e.”

The rationale of the Canadian proposal is to enthatcommunities do not “relinquish a claim to
future economic benefits at the outset either beedbe project is initiated in the public sectar, o
because the possibility of commercialization seesnsote.” This precedent could be used in other
jurisdictions that are considering introducing $anmeasures.

Apart from the issue of paying monetary compengatm research participants, there is a wide
literature which has considered other motives émaourage participants and other interested parties
to become involved in genetic studies. The motittest are often more relevant for research

°Tod Chambers, ‘Participation as Commodity, Paptition as Gift, American Journal of Bioethick2 (2001) p.48.
" Grady, note 68, p.43.

2 Rebecca Dresser, ‘Payments to Research Partisipeimeé Importance of Contex¥merican Journal of Bioethscl/2
(2001) p.47.

3 These are extracted from Kare Berg, ‘The ethidsenfefitsharing, Clinical Genetics59 (2001) 24643, note 46,
pp.241242.

4 Daryl Pullman, Andrew Latus, ‘Benefit Sharing im&ller Markets: The Case of Newfoundland and Latrad
Community Gened (2003) 178181.

" Ibid.
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participants include selfiterest in treatmerff, altruism or an obligation to act for the good of
others’” “[I agreed] because | did not have money to ghdspital so if they gave me medicine...|
thought it was better and my body can help othepleeby the researcH® These diverse interests
show that “the patient community may not want aaficial return, instead preferring to have an
influence on access, pricing, and the terms guidavgnership and control of downstream
developments*? These sentiments have indeed been reported imétta amongst the Majengo

women:

It is poverty which has pushed us into this dangerousiness, and if the vaccine is sold we
might not benefit. You see we cannot even affordréat minor infections, so how will we
afford the vaccine. The vaccine can only benefiand other people if it is given free or at
affordable price&?

This clearly resonates with the concerns demomrstrat the UNESCO and HUGO guidelines

discussed in section 11, that all of humanity stidugnefit from any such advances. This is an
important factor that policy development in the d&i@nsharing context should take into account, as
any such shared concerns could only support aadgitren such policy developments.

As has been indicated above, the Majengo women weteinvolved, either individually or
collectively in the negotiation process, and thespects of getting any more than standard care
benefits from the ongoing research were not digisgth them before they gave their consent to
participate; “I did not expect money or such thinigsttreatment.®* This situation is not surprising
because discussions about benefit sharing to date tended to be limited to large scale national
projects®® This does not however imply that concerted effsttsuld not be made to encourage
discussions on benefit sharing in such circumstnce

“Is there any way you can help us to fend for oeseand get on in life like others; that
would be good®

V. ii. What qualifies as a benefit? And who decides?

In addition to the national and international legatruments and othddeclarationsdiscussed in
section 11, much current literature and a variétiydgher ethical guidelines recognise the posibil
of sharing both the financial and réinancial benefits of genetic research with the pamities that
participate. There is also an emphasis upon prppedotiating the terms of any such agreements.

Principle 30 of theDeclaration of Helsinkappears to identify as a benefit an assuranceagfsa to
the best proven prophylactic, diagnostic and thewdp methods identified by the stu¥fylt has

5« was very happy because | benefited a lot; Ifgee treatment...many things.” Interviews with Majerparticipants.
" Jon F. Merz, David Magnus, Mildred K. Cho, andhArt L. Caplan, ‘Protecting Subjects’ Interests ien@tics
Research,Am. J. Hum. GeneT0 (2002) 965971.

8 Interviews with Majengo participants.

" |bid., p.969. See also discussion in Kadri Sipm1315.

8 Arthur Okwemba, ‘A History of ExploitationPaily Nation,15 July 2000.

8 |nterviews with Majengo participants.

8 Daryl Pullman, Andrew Latus, ‘Benefit Sharing im&ller Markets: The Case of Newfoundland and Latrad

8 |Interviews with Majengo participants.
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however been suggested that this Principle shoalltebised to ensure that “the extent of sponsors’
financial obligations must be reconciled in ligtittbeir potential profits from the research...” and
“...these obligations should be negotiated and cldribetween sponsors and hosts before the
research is begun, specified in the consent prpeessreviewed by a local research ethics bo%rd.”
The obligation to negotiate the nature of any bighes well as the manner of sharing such benefits
can be included in the sponsors’ and researchbligiations for consideration in this regard.

According to the Human Genome Organisation (HUG@®)dS Committee, possible benefits to be
shared may include “technology transfer, localnirag, joint ventures, provision of health care br o
information infrastructure, reimbursement of cogis,the possible use of a percentage of any
royalties for humanitarian purposé$.”Its Statement on Beneftharingconfirms that “a benefit is
not identical with profit in the monetary or econoreense [and]... determining a benefit depends on
needs, values, priorities and cultural expectati§hs

UNESCO’s Universal Declaration on Bioethics and Human Righésnises the following similar
forms that benefits might take within ‘society asfaole’:

(a) special and sustainable assistance to, andatdaigement of, the persons and groups that
have taken part in the research;

(b) access to quality health care;

(c) provision of new diagnostic and therapeutic alibiés or products stemming from research;
(d) support for health services;

(e) access to scientific and technological knowéedg

(f) capacitybuilding facilities for research purpos&s;

Article 21(4) provides that the terms for colladaa and agreement on the benefits of research
should be established with equal participation bytips to the negotiation. This essentially means
that all parties should be involved in determintihg nature of the benefits to be shared.

The above guidelines are helpful in determiningrtagire of potential benefits but are also cleat th

it is incumbent on the negotiating parties to cemntalize these guidelines and determine the most
suitable types of benefit to be shared with theigpants. Berg argues that “improved understanding
of disease processes and a potential for new teetiagmodalities are themselves benefifslit the
Majengo case, the researchers have certainly betiednd continue to benefit by improving their
understanding of HIV/AID® Berg's argument in support of benefit sharinghiat “important
progress resulting from research on samples frosmall number of people ‘personalizes’ the

8 World Medical Associatioeclaration of Helsinki.

8 Cheryl Cox Macpherson, ‘Research Sponsors Duti@eweloping World Host Nations: The Ongoing WMA
Discussion of Possible Revisions To the 2000 Datlam of Helsinki (Paragraph 30Reveloping World Bioethics
4/2(2004) 173175, p.175.

8 HUGO Ethical, Legal, and Social Issues Committepdrt to HUGO CouncilStatement on the Principled Conduct of
Genetics Researchi996.http://www.hugeinternational.org/Statement_on_Benefit_Sharing.Ateessed 21 February
2007.

8" HUGO Ethics CommitteeStatement on Beneftharing

8 Universal Declaration on Bioethics and Human Rigticle 15.

8 Berg, ‘The ethics of benefitharing,’ p.241.

% See note 58, above
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progress in a way that by itself makes it reasanablconsider benefit sharing”. This is a powerful
argument in the Majengo context, echoed by thercthiat “most people think that our commercial
sex workers have been exploited. They have beed asd in the end there was not benefit from
that. Society may benefit from the alleged resistan.we can say the whole world will benefit, but
is that enough to these ladies who have been attptfte clinic since 1985%

I'V. iii. Who should benefit from the outcomes of these studies?

The HUGO Statement on Benefgharingrecommends that profinaking endeavours can consider
donating “a percentage of the net profits (afteetd to the health care infrastructure or for vaesj
tests, drugs, and treatments, or, to local, naltiana international humanitarian efforts.”It has also
been argued that “if profit results from genomisea&ch on a whole population, the recipient of
shared benefits should be the whole populatién.”

There is however, as we have seen, no well founegal argument in support of either paying
individual donors of genetic material for their @bion, or making their donation the basis of starin
benefits derived from research using such mateffdiis is currently a matter for each legal system
to regulate, but the common position in most judsdns is that “a thing which the legal system sloe
not recognize as susceptible to ownership (a thwvhgh is res extra commerciujmwill not be
deemed as an asset in that legal syst8rithe underlying consideration in this regard ist thee
donors of samples which are used for genomic reséaannot have a right similar to that based on
intellectual property or patent acts. Their bodys lamply synthesized a compound based on
hereditary instructions passed on from the par&fitShe position on how benefits should be shared
is succinctly put forth by Berg:

If a person’s DNA becomes ‘valuable’, it would bechuse of something that researchers have
done with it or because of some {aasting knowledge attained by the work of otheestists

at an earlier stage. The people who make a perdaNA sample valuable must have some
stake in it, a right that is more like that of dder of intellectual property than any right that
the donor of the sample could claim. If industrg lzaduty to pay, the rights of the scientists
that r;:;we made a sample valuable may exceed tHoaeperson who has merely donated
DNA.

The above position represents the traditional apsomthat “the donors of genetic material used in
research act altruistically and are entitled t@raperty rights or direct benefharing in the fruits of
the research®® This assumption is however “under assault frones#\directions simultaneously?”
This is evident from the series of ethics guidditteat have been referred to in this report. Thalte

1 Berg.

%2 Interview with KEMRI.

% Berg, op cit. note 44.

 Berg, op cit. note 46.

% J Weisman, ‘Organs as asselstael Law Review27/4 (1993) 616523.

% Berg, op cit note 46, p. 242.

7 Ibid.

Zz Gary E Marchant, ‘Property Rights and Ben&fitaring for DNA Donors,’ p.153.
Ibid., 159.
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is that “the legal and ethical foundation for nesigning property rights to DNA donors, or at least
recognizing an obligation for benefiharing based on quasioperty rights, is now suspecf®

V. iv. Vulnerability

Individuals and communities who are recognisedeasdoparticularly vulnerable to harm are subject
to extra protection when being considered for igido in research in order to protect them from
exploitation:

Exploitation can be defined as the act of takinfpinradvantage of another party to serve
one’s own interest®*

It has been argued that the context in which valibiéity is currently used has rendered almost all
research participants vulnerable to such an extexit“the concept has become too nebulous to be
meaningful’*®® There is indeed ambiguity regarding “what congtua community in need of
protection, disagreements about multiculturalisnd amcertainty as to what protections should
be” X% However, the international ethical guidelines wavén considered are almost unanimous in
their concern for vulnerable research participants.

Article 8 of the UNESCeclaration on Bioethics and Human Righdtates that “Individuals and
groups of special vulnerability should be protettethe Declaration of Helsinkiaddresses the
subject in more detail:

Medical research is subject to ethical standards phomote respect for all human beings
and protect their health and rights. Some resepogulations are vulnerable and need
special protection. The particular needs of thenenucally and medically disadvantaged
must be recognized. Special attention is also reduior those who cannot give or refuse
consent for themselves, for those who may be subgegiving consent under duress, for
those who will not benefit personally from the @®sd and for those for whom the research
is combined with carg*

Additionally it notes:

The physician may combine medical research withica¢éaare, only to the extent that
the research is justified by its potential prophiila diagnostic or therapeutic value.
When medical research is combined with medical ,cadglitional standards apply to
protect the patients who are research subjétts.

19 pid., 166

101 wertheimer AExploitation(Princeton: Princeton University Press, 1999)0p.JAlso see Macklin RDouble
Standards in Medical Research in Developing Coes{({Cambridge: Cambridge University Press, 20040p.1

192 Carol Levine, Ruth Faden, Christine Grady, Dalengerschmidt, Lisa Eckenwiler, Jeremy Sugarman, ‘The
Limitations of “Vulnerability” as a Protection fétuman Research Participanfdie American Journal of Bioethic4/3
(2004) 4449, p.46.

193 Charles Weijer, Gary Goldsand, Ezekiel Emanuebt&ting communities in research: current guidediand limits
of extrapolation,Nature Genetic23 (1999) 27580, p.275.

1% Helsinki Declaration No. 8, “Introduction.”

195 Helsinki Declaration C, “Additional Principles for Medical Researchr@bined with Medical Care.” Note 28.
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It is already clear from the foregoing discussitimst these principles would apply to the Majengo
participants. The CIOMS&uidelinesare more specific about who is vulnerable, ant dteat:

...groups or classes [that] may also be consideredevaible...include ......... poor people
and the unemployed...some ethnic and racial minorityigs, homeless persons...refugees
or displaced persons...patients with incurable diseasg#ividuals who are politically
powerless, and members of communities unfamilidh wiodern medical concepts. To the
extent that these and other classes of people atinbutes resembling those of classes
identified as vulnerable, the need for special protectiorheirtrights and welfare should be
reviewed and applied, where relevalft.

Again it is clear that the Majengo women fall untiés description. KEMRI has “rules about the use
of vulnerable populations”, and works to ensuré thaearch is not carried out in a more vulnerable
population, if a less vulnerable one could be chdSelt seems generally accepted that in the
Majengo case “the research could not be carriedequally well with less vulnerable subjectg®.
But it has been noted that this is a “group whiduld normally be excluded [from participation in
research] under normal ethical rulé®®. .The question of the Majengo participants’ vudisiity
therefore remains central to an examination ofcathissues related to this case, particularly the
ethical justification for benefit sharing.

Guiding Point 7 of the UNAIDS guidance documenttestathat vulnerability should not only be
assessed on an economic basis but that “it is os®®il to identify the particular aspects of a abci
context that create conditions for exploitationirereased vulnerability for the pool of participant
that has been selectel® In the Majengo case, the women are vulnerablenigltiple reasons due
to their occupation, poor economic conditions aegehdence on the clinic for their health care
needs.

The individual women in this case identify themsshas belonging to a group of commercial sex
workers. They in fact also belong to this groupMiyue of their very participation in the study;
“...once they come to Majengo clinic one of thenffs we insist on is that they must accept and
acknowledge that they are sex workers. That wascondition.” *** The Majengo participants
themselves share this understanding, “I have bitosigime [friends] already, those | know who do
this prostitution job. But there are others wheelcoming and they don’t do that job because they
know of the benefits they can get; but those omesat allowed at all, those like us...are the ones
who come to the Clinic**? Classifying a group as a community is not easytiqudarly where

genetic research is concerned, as the researcBef®@n shared genetic characteristics rather than

196 c|OMS Guidelines Guideline 13.

197 Interview with KEMRI.

198 C|OMS Guidelines Guideline 13, ‘Research involving vulnerable pers.

199 nterview with KEMRI

10 UNAIDS. The Joint United Nations Programme on HIV/AIDS (WD) - Ethical Considerations in HIV Preventive
Vaccine Research

1 nterview with Nairobi University researcher.

112 |nterviews with Majengo participants.
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social and economic onéS. However, Grady’s proposed definition of ‘commyhis helpful in the
context of the Majengo case:

a group or aggregate of people who interact witbheather, are interdependent, and have
something in common (whether it be ancestry, ptdehabitancy, culture, behaviors, or special
interests), and who understand or define themsétvesme extent as belonging to this grotip.

Significantly, the UNAIDS guidance also specifigattates that the “social and legal marginalization
of groups from which participants might be drawg,.e.sex workers”... “can increase the nature
and level of risk of harm to participants® It is important to note here that prostitutioraisriminal
offence in Kenya. The UNAIDS guidance is cleart ttRersons who engage in illegal or socially
stigmatized activities are vulnerable to undueuiafice and threats presented by possible breaches of
confidentiality...such persons include sex workergidAt considers that a vulnerable person’s legal
or social status may impact on their ability toypde informed consertt® The UNAIDS guidance
also considers “governmental, institutional or abstigmatization or discrimination on the basis of
HIV status” to be related to vulnerabilit}/ and the community are well aware of the associesid

of stigmatization from being involved in the studyou may tell them but they are scared to come,

and you see if they come here they are known te Hhat sickness’*'

It has been noted that the question of vulnerghdieven more pertinent here as the participaatg m
be sick with HIV/AIDS; “where do you draw the disttion between participating as a research
subject and somebody coming for treatment?” “Wentbout that some of them have been there for
so long...so many years that issues of whether theynaw patients undergoing treatment or the
research has become completely confus&t” This demonstrates that for vulnerable people, the
provision of health care in return for participatioan compound their vulnerabilities at the same
time as it helps them.

Some regulatory authorities are already consideseiging out standards for research involving
collectivities such as aboriginal groups and peaqfiected with HIV*?° A very strong argument can
certainly be made for considering the Majengo wommera multiply vulnerable community who are
resistant to HIV, or at risk/infected with HIV (@®me of them have seroconverted). A community

13 Dena S Davis, ‘Groups, Communities, and Contelstentities in Genetic Researchastings Center Repo80/6
(2000) 3845, p.38.

114 Christine GradyThe Search for an AIDS Vaccine: Ethical Issue©i@nDevelopment and Testing of a Preventive HIV
Vaccine(Bloomington: Indiana University Presk995), p. 78.

5 UNAIDS, notes to Guidance Point 7.

18 UNAIDS, notes to Guidance Point 13.

"7 UNAIDS notes to Guidance Point 7.

18 |nterviews with Majengo participants.

119 |nterview with KEMRI. For example, one of the figipants interviewed by GenBenefit had been inedlin the
research since 1982.

120 UNAIDS, op cit., note 30. Some of the regulatoogltes that have made a move towards this direatierihe US
Food and Drug Administration, The National Bioeth&kdvisory Commission and the CanadianCaduncil Working
Group on Ethics for research involving human sujec
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representative, as envisaged in Guiding Point hi@fUNAIDS guidance document, might therefore
be involved in negotiating additional benefits @half of the women?*

V. Conclusionsand The Way Forward

“| did not expect money, just for my life to be teet™%

Research on human genetic resources is an areia tiratving rapidly and there is a lot of interast
this field while at the same time policies and tagians continue to develop. Such dynamic fields, a
one of us has argued elsewhere, require a lotgilimice and flexibility in addressing the issueat th
they raise"*® Flexibility can be achieved through regulatory atéion with a view to creating an
enabling environment where the rights of reseamtigpants are respected while at the same time
substantial benefits are gained from rese&th.

Kenya has very good legal and ethical frameworks govern benefit sharing of ndnuman genetic
resources. Perhaps it is high time the country déseloped similar frameworks for human genetic
resources. The existing ethical frameworks for hurganetic resources tend to focus more on the
protection of research participants against riskd the potential benefits that they should share
receives inadequate emphasis and attention.

Sheremeta and Knoppers have proposed the ideaaohghbenefits with the donors of genetic
materials as a way of fostering cooperation betweeveloped and developing countries. Their
argument is as follows:

[I]f appropriately developed and applied to humarpydation genetic research, a rational
model of benefisharing can provide a mechanism that will enablepecation between the

developed world and the developing world. A reléviaenefit sharing model can be readily
developed through the innovative adaptation oftt&eefit sharing provisions contained in the
Convention on Biological Diversity (CBD) and infoemh by declaratory statements, ethical
guidelines, and professional codes of conduct. Saiclmodel can recognize the relative

importance of intellectual property protection ahd principles of distributing [sic] justice and
125

equity:

The above argument makes sense even from a legggotive, and irrespective of the jurisprudence
that courts, particularly in the United States,édeveloped with regard to tissue donor’s interests
their donated samples, holding that “the reseamtigpant’s property right in blood antissue

2L UNAIDS, op cit., note 31. The clinic uses ‘contpersons’, or ‘peer leaders’ to recruit and contaetwomen.
Interview with Nairobi University Researcher. Salef the women themselves spoke about “repretieasain the
local villages” or “a representative” who introddcgiem and others to the clinic. Interviews withjdfego participants.
122 |nterviews with Majengo participants.

123 pamela Andandalhe Law & Regulation of Clinical Researdhterplay with Public Policy and Bioethi¢®airobi:
Focus Publishers Ltd, 2006), p.354.

124 1pid., p.339.

12| orraine Sheremeta and Bartha Maria Knoppers, SBdythe rhetoric: population genetics and bersfitring,’
Health Law Journalll (2003) 89117, p.94.
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samples...evaporates once the sample is voluntaxiBngio a third party” on the basis that “at the
core, these were donations to research without camgemporaneous expectations of retdffi”.
Marchant argues that the effect of this decisiomlaianake more genetic donors insist on having a
say in the patenting of discoveries resulting fr@search using their DNA and how those patents
will be administered. He concludes that “it does matter whether the law automatically provides
property rights in one’s DNA if donors will insisin such rights as contractual matt&. This
confirms that Sheremeta and Knopper’'s argumentagsible. It also confirms that there are quite a
number of lessons that can be drawn from framew@rkdenefit sharing in the context of non
human genetic resources where such contractuakragrés are currently used to foster benefit
sharing. A supportable rationale for benefit shguim human genetic resources can be drawn from
international human rights law, declaratory statet®meon the human genome, t@®nvention on
Biological Diversityand theBonn Guidelines®®

There is a lot of international interest in and agtment to taking effective measures to promote the
equitable sharing of benefits from the use of hugametic resources. It is clear that these would be
welcome in Kenya, particularly to support improvensein the ethical review proceSS.The ethical
and policy issues that arise from this case canifgigntly inform the process of developing an
appropriate framework for human genetic studiet) boKenya and on the wider international stage.

The rationale for benefit sharing in human genstgources that has been discussed in this report
needs to be explored further to develop a modebéorefit sharing with communities such as the
Majengo women. Clear guidelines are also needecifgadly for benefit sharing with the Majengo
women who have never been included in the negotigitocess$>° These models can be developed
by drawing lessons from the ntwman genetic resource frameworks such as the CBB.requires

the research community to “make a concerted effortooperation with national governments to
devise a legally binding framework for sharing tlemefits of human genetics research that is based
on equity, justice, and the spirit of the convemfib®™

126264 F. Supp. 2d 1064 (S.D. Fla. 2003) at 1075 &107

127 Marchant, op cit. note 56, p.163.

128 Sheremeta and Knoppers, note 59, p.117.

129 |Interview with MoH.

1% pamela Andanda, ‘A golden chance for medical stlidkenya’,Science and Developmexeétwork(June 2004).
Available athttp://www.scidev.net/content/opinions/engf@lderrchancefor-medicalethicsin-kenya.cfm

31 Doris Schroeder, Miltos Ladikas, Udo Schuklenkidllaa Lasén DidzAnita Kleinsmidt, Fatima AlvareZastillo
and Dafna Feinholz, ‘Sharing the benefits of genetsearch,’

BMJ331(2005) 13511352, p.1352.
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