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Good News! At the recent International Blioethics Committee meeting at UNESCO
headguarters in Paris Luial Luca Cavelli~Sforza failed to enlist UNESCO "s
endorsement o suprort for his Human Denome Diversitu Project. The critigque
of indigenous mpeoples and others has been well received and incorporated in
the attached draft report on Human Populations studlies. Feel free to comment
on the draft. Comments should be sent Bo Darryl Macer atz
macerdsakura.cc.tsukuba.cac..ip

He is a member of the IBC subcommitts on Human Populations.

Thanks forr gour ineuk and suppori.

PDebra Hariru

Content—~Tuped textrsplain: charsst="us-ascii”

Resendina
Dear Arahn, Antonio. Alejandro. Debra. Beatriz, Jean, Sandy 2 Oetober. 1999

(Please someone send to Antonio Gopzales. I cannot gsend to his Email
net(peace nett IITE) on ny server)

It was very aood to meet Antonio, Alejandro. Debra. Peter and Sandy in
Paris. and the subcommittes hzad z chance to revise the report. The latest
varsion is included in this message. Please send your comments toe me bu
the 24 Qctober, at the latest (earlier is much better). Our subcommittes
members are also workinga on the draft, which has also been send to several
parulation geneticists. I alen posted a copy to Julian Burger of UN ESC in
Geneva as Antonio suggested, and Patrick Harricknen and Mililani Trask bu
rast .

The digcussion at the meecting was short but covered a range of orinions and
generated much interest. You may pote in the conclusion we do not endorss
any specific project, and we do recommend an ethical review commitiee with
multidisciplinary interests and reps from indigenous aroumss. Such a
commitiee may include bthe members of our current subconmittes plus reps
From WHO. CIOMS, HUGO, as well. about a moratorium on the HGRP,. it is not
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considered possible. howsver we do sugaest sanctions for researchers of anuy
rraject who conducts aenetics research without individual and aroup
consent, and this may help avoid some of the abuses of the past.

We hope that this process helps dialogue. T shaonld inform you all that 2
weeks aga I was made one of the members of HUGO Ethics committee,
previously I was not involved with HUGO. I hove this is a positive sian.
Also the person who made the first draft of the sanctions sesction is Bartha
Knopeers of Canada, who is the other UNESCO bioethics committes on the HUGO
Ethics commitbee.

With best wishes,

Darryl Macer

httpa//wuw.biol.tsukuba.ac.is/ " nacer/index.himl

Content~Type: text/plain: name="UNESCOIBL~PGreport”; charset="us-ascii”
Content-Dispositions attachments: filename=“UNESLOIBC-PGreport”™

UNESCO IBC Population gsnetics subcommittes draft report - 4 Oct 1995 i
Biocethices and human eporulation geneticeg resenrch

Penultimate draft report of UNESCO International Biosthics Committes Third
Session. 49959, From the subcommittes on bicethics and rorulation genetics.
Draft of ist OQctober ~ still in a process of review among the subcommittes
menbers. but this earlu draft is provided to ensuwwe Full comments can be
given before the last deadline below. Please send all comments to D
Parrul Macer, Institute of Bioloaicsl Sciences,. Univereity of Tsukuba 395,
Japan (Fax Int+8i-298-52-4414; Email? macerdsakura.cc.tsukuba.ac..jp) by 23
Cctober. A995.
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i. Population aenetics

1.4. What is population assnetics?

Poerulation genetics is a discipline studuing individual genetic
variation. including relevant aspects of population strusture. social and

accararhic variability of DNA seauences and their freguencies. Their chanaes

in time and space are controlled by evolutionary factors, among which
porulation geneticists recpanise as most importants: muataklion, natural

selection (ji.e.differential mortality and Ffertility of aenetic types), drift

{stochastic Ffluctuation tied to the demographic size of porulations) and
migration.
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Populat jon aepnetica deals with the characteristics of gepes within a
partlation as oprosed to the description of the genes in a particular
individual.

The relationships of human population arours can be studied. and Lthe
theory of evolution, gquestlions of broad intersst to the understanding of
human historu. Population studies are not new, and in fact larage surveys
have been conducted all over the world in the last seventy yegars. Classical
studies of genetic diversity have been dealing with antiaen., protein and
enzyme poalymorphismae., for exampls HLA or blood arours. Modern aenatic
studies are based on the molecular analysis of DNA polumcreshism. Classical
abtudies look at supressed sequences. which represent less than 494 of the
aenong, whereas molecular aenome diversity studies are mainly concenktrated
in partg of thg genams that ars often not expressed at the phenotyesic
level.

1.2, Main brends in population genetics research
1v201. Genetic enidemiclogy

Isvlated populations are the main source for cbservation of qenetic
forces acting Iin human evolutlion. BGene freaugncy acrosss different
rocrulabtions dogs varu for specific dissasess however the total effect of
genss an mortality appears similar. Pediaree information can be used to
observe miaration. to measure the mean~inbreeding coefficients, or to trace
the linkage of disease. The method wused to make a pediaree sheet, and the
informat ion sought, derends upon the objects of investiagmsbtion, the gualitu
and quantity of basic dakta, and their purposes. In someg studies. additional
clintcal investigations on the bhereditary diseases, or couwon discases of
solyaenic inheritance., areg included. These epidemiological survedys have been
conducted at the ethnic. reglonal or transnational level, according to the
disease studied (g2.9. Tau—Sachs disease in Aschkenavic Jews. custic fibrosis
in Eurape.Morth émerica and recently other countrlies).

Comparative studias can be made on the differences in the mortality
and fertility as well as on anthrovomelric dats between consanaunincous and
nopn~consanauingous graoups. They can be used to test genetic susceptibilituy
using rolymorphic narkers in different communtties, which can also examineg
denatic susceptibility to environmental agents, and this makes possible the
rprevent ion of certain multifactorial diseases by careful avoidance of
gxpesure o environmental agents.

Consanquinity and large Ffamily size are very interesting for
populatian agnetic studies. but studies of coasanguineous marriages of
families have the potential to raise numerous ethical and social [ssues.
There are opportunitiss for genetic egpideniclogical research in countries
where consananineouns marriage is a lona-standing tradition. Such resenrch
projects can use data from many sources. For exampie, birth and death
records. family reaister bBooks, or anthropoelegical or medical surveus. and
sacio-economic data in order to test inbreeding effects.

L. .2.R2.Genpetic screening
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Population genetic studigs arse not new. What has evolved very
auickly is the technology and level of analysis. The First qeaetic studies
in populations came from surveus all over the weorld lookina at frequencies of
single gene diseases. This was followed bu the lzboratory analysis of
blood sameples for the establishment of allele freaquenciessy; blood aroups,
HLA proteins and enzymes all over the world. Some of these studies were
dong on banked blood samples that were anonymous in character, Othersa were
canducted however. onp sanpled individuals from taraet porulations. somne
large and open like for instance on Buropeans, or others small and
tsolated, like those an Basques = linguistically, culturally, reliaiously
oF geoaraphically isolated.

Based on thesge studies, mass screening proarams for earticular
disease gensgs wereg adaopted as was ths case in Cyprus for thalassenia, or in
many countries for PKU in newbarns. Genetlce screening and genetic testing
have been discussed in another report of the UNESCO International Bioethics
Committer. and by numerous other persons and organisations over the last
twenty vears (some refs). Many of the issues in current aenetic screening
programmes wre relevant to population genetic research, but many are
different. Moreover, while at the prasent we are focusing on research ye
should also Fforesee the apelications and benefits flowina from the human
genome projfect that could well apply to whole populations. Therefore the
ethical considerations must be carefully treated, since whole aqroups of
asumptomatic individuals are the tarqsgts rather than single individuals who
cone forward themselves.

1.2.3. 8patial and temporal wvariation

More recently. moleculsr bioloay has enabled geneticists to work out
the spatial and tempaoral variation of gene fresuencies. Several projects
have started independently in different countries as well as an international
addition to the human aenome project (HEPR), the human gaenome population
diversity projiect (HGDP)Y. Some studies laok basically at molecular
variation among populations, whereas others analyse genetic diversity in
the bromder cultural context. Sameles could be and often are anzmlused frowm
all over the world, but often for genetic studies the more isolated
homepaeneous human aroues are thought to be the most informative. Some of
these studisgs focus also on ancient DNA, sinceg links between epresent dau
kunan arours are presumably to be confirmed throuwgh ancestors of those
human groups alive taday.

1.2.3.14. Multidisciplinary approaches

Genetic diversity is Incr2asingly being seen in a much broader
context .
In some cases. local geneticists have been interested in the study of human
diversitu of the indigenous inhabitants of their countries, understanding
from the beginning that only an interdiscierlinaru. holistic aperoach to
thig issue is carsable of providing 3 reasonable view along with a
reevaluation of cultural and genetic diversity of populations. In this
resort the word indigenous is used in a broad senses to mean a person bhat
lTives in a glven part of the world, but not only neaning the oriainal
inhabitants {(¢cf. UN Economic and Social Council, Conmission on Human
Riahts, reports on Indigenous Peoples). Research projects covering mast
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disciplines, including anthrosoloay, architecbtura, arts, bacteriology,
dantistru. design. musicologu. nursing, nuktrition. philosophy. and
medicine, as well as h2alth care services. provide Joint efforts to
perceive all the peculiarities of isolated communities snd give a nuch nore
broader picture of the cultural and biclogical resesonses to environmental
conditions, as well as of their understanding of health and disgase.
natural laws bthat auide agriculturs. settlement and architectureg, ete. as
well as of their cosnoconies.

There is a trend to involve broad multidiscirlinary aprroaches in
samplina of populations and this allows for the particisating of the
community in the research. An exanple is the “Expedicion Humana” in Columbizm
in 4994, where the Human Genetics Institute FHrram Javeriana University in
Baogota invited the wholse University to Jjoin them (as described in the
backaround report by G.Keyeuxd. A total of over 49 research proliects, and a
biga health care service arocur was alsa created. The aim of the “"Expedicion
Humana” is to study the human diversity of a regaion of America which has
besn an important point in its populatinag and in migrations from Asia to
America. Teams of 25 to 230 pesople from all the disciplines travellaed to
the communities. In each community that had previously been contatted and
asked +for consent. the investigators explained the different aspects they
were interested n.. The community was asked to particierste and consent
once again. The physicians.,. nurses. bacteriologlsts and dentists btreated
mare than 19,009 peorle for their 1lnesses (in a2 population where 2,000
samples were taken). The information collected through all means
(questionnatrres. drawings., records, etoc.) is sbill being analused and some
hags already beesn published in a series of books

This approach to the study of the diversity of populations is less
reductionist than .ust lookinga at their genss, and we would recommend such
more humanistic waus of understanding the role of science and scientists.
It creates, however. the expectation of follow up and continued intensive
interest -~ essentially a conrlete mnedical service — which mau be difficult
to maintain unless special structurss were created. which would be
expensive. Thig is usually outside the rower of individual researchers or
research groups. and requires strong external financial interventions., most
probably by governmnents.

1.2.3.2. Human Genome Population Diversitu Prolesct

One exanele of population qencetics research is the Human Genome
Population Diversity Project (HBDP) is described by L. Cavalli~-Sforza as “an
internat ional anthropologay project that seeks to study the genetic richness
of the entire human species” (Cavalli-Sforza, 1994). The namg comes from a
propoasal tn 1924 In the Jouwrnal Genonics to make a systenatic study of the
qgqenetic diversity of human populations. Howesver, like the Human Genome
Project. it shares a much plder origin in the work of sopualation
genaticists for many decades (Macer, 19%91i; Cavalli-Sforza =t al.. 1994).
The Human Genome Organisation (HUBO)Y resronded to the 1994 proeoszl in the
Jjournal Genomics by establishing an ad hoc committee to develop the global
praoject. and in Janumiry 1994 the Council of HUGY appraoved HUGO "s continuing
oversiaht of the development of the HGDP (HGD Committes of HUGO. 1994
Kahn, 4994). The HGDP is beinag develored under bthe auspices of HUBO to
promote global involvement and coordinpation.
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The scientific aims of the HEDP stated in the 19294 HUGSO Summary
Dacument aret

ay “tog investigate the variation occuring in fhe human genome by studying
samples collected from populations thal are representative of all of the
warld's peopiss.”

22 “and ultinztely., to create o resonrce for the benefit of =1l humanity
and for the scientific community world-wide. The resource will exist as a
callegction of biologicul samples that represents the genetic variation in
human populations world-wide and also as an opgn. long~term, genetic and
statistical databuase on variation in the buman species that will accunnlate
ag bthe biological samples are studied by scientists Firom around the world.”

The main scigntific value of the HBDP is stated to bes
al) deegpening our understanding of buman history and Identity.

b gaining khowledae about the environmental and genetic factors involved
in sredisposition and resistance to disease, so-called genetbic
epidemioloay.

o) encauraae the development of local Ilaboratories where the collection of
aenetic samples will be collected and analuseda

Even though to date there have been numerouns studies on the
development of culture. lanauage and population genetics, (2.qa. Cavalli=-
Sforza et al.. 17988 1992: Sokal et al.. 19922 Feldman & Zhivolovaky, 1992,
and some consistentou bestween genetic. cultural and linguistic cbhservations
has been found, a survey of mnore populations in & more sustemabtic wau will
extend what we alreadu know and test current theories.

Linguistic differesnces sugaest thevre are about 5,000 population
groups in the world. In the near term the HEDP will atitemet to study about
S99 of these populatiaonsg, but if some porulations refuse to enter the
project. bthere are other populations thabt could be surveued, so the project
can be expected Lo obtain samples from a larae nunber of willing populations.
If funding does not pernit euch wide sampling there is atill scientific merit
in collecting data from a smaller nunber of populations (e.g.
Lavalli-Sforz=a. 17995).

The HGEDP initially planned to centralise the collection of sameles
from isolated eopulations. some of which are already under jnvestigation in
porulaktion genetics research. This led to fears among some mnembers of
indigenous groues that Che knowledos could be ussed for further ostracisation
(Lock. 19924). However, the HGDP is now moving awau from both the idea of
central control to regional conktrol and from the focus on indigenous
Eoenlations. to include all posuiations. Personal anonymity would be
maintained by not having the names of individuals in the cential
rervository, snd by observance of established privacy rules.

The establishment of cell lines allows maintenance of a rermanent
record of the DNA of individuals of a ropulation. At least two independent
and phusically separate collections in different countrigs should be kept. to
mzintain the resodrce. The HUGO HEDP committes has said that access will
be frege. with some compensation for maintenance costs. Anu data would be
shared back into the main datzsbase, which would alse include coamputer
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develop iess expensive storage and microsatellibe marker tecbniaues that
can be used in local laboratories that have limited resources. to ensure

thelr fuller particieation.
1.2.3.3. Anunlusis of ancient DNA .

One of the recent trends in genetic studies is the analusis of
ancient DN& samples. from fossils. preserved body renalnsg. hair. orF basicallu
any body remaing that contain DNA. This are scientific doubts mbout how much
mutation occours over the course of time of storaae of the remains. however,
these materials are providing an extra source of material for evolutionardy
studies.

For example. the 7,000 year old frozen corepse found in the Austrian
Alps has bee used For analysis (Bahn & Everett. 1993), but it may be
impossible to find the approeriate persans to aive consent. The auestion is
also related to the use of tissues from those who are recently deceased. In
1998 a wrologist exbtracted sperm from a corpse in the New York citu morgue
at the request of the deceased man’s widow. The seperm are in
cruopreservation awaiting the widows entry to a local IVF clinic (“Spern
gxtiracted from corpse in warld first” Guardian (24 January 19953, 123.
Specific cultures mau have veru strong objections to these practices. DA
samples can be taken from the recently deceased and even sacred but
archasologically interesting sites such as tombhs or battlefields. There
could be no doubt that such samplsd would provide all sorts of interesting
historical insights about the continuity of racial settlements and
migration. Shouid howsaver the anthropological interests ocutwsigh the
cultuwral and religions values about respect for the dead?

The ownership of these samples is somelimes claimed from those who
believe the rersons were their ancestors. In Israel there is a law reauiring
immediate reburial of all ancient body remains no matter which religjous
aroupr they are thought to come from (Science ref to add). In Australia
there are laws to require return of tribal ancestors Ffor tribal dispaosal
rites. In both these cases scientists have been prevented from phusical
anthrorology studies by such laws. This raises a special kind of aroup
consent concern as discussed later. Peorles of most countries who have
lost persons In war or disasters also call for the return of human remains.
Can samples be taken?

2. Ethical issues of population genetics research
2ul. Philosoerhical basis

The ethics of population genstics should be formelated with reference
ta the minimal agreed human values asg expressed in international human rights
law. These agreed humzn values zre based upon recognition of the inherent
dianity and of the egual and unalienable rights of all members of the human
family. The rights of particular cultursl groups to selfdetermination,
including the safeauarding of cultural norms which are nobt in conflict with
fundamentxl human riahts, are then to be respected bu research scientists.
The Universal Declaration of Human Rights and the various treaties
codifying human riahts that have been develored from it are now all part of
international law (Harris 199i). Not only are all nations bound by human
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rights obligations in international law, =0 algo are (1) international
oraanisations. () certain srecial entities such as kthe VYatican. (3D
gpecial individuals such as diplomats, aligns, refugees, slaves,
minorities, and (4) persons, corroratlions and gaoveranents. Individuals
are bound by the jus gentium in so Far as human rights are at issue (Green
i987).

Central to our human vights obligations is the promotion of “reseect
for, and observance of, humzan rights and fundamental Freedom For all without
distinction as to race, sex, lanauage. or rellialion.” (Charter of the United
Nations., Article 95 (o). The Universal Declaration of Human Rights is
founded upon the noeltion that there are universally recognised human wvalueg
and that thess values are inherent in the human individual. In the
Preauwble the Declaration states that “the foundation of freedowm. junastice
and peace in the world” is the “recognition of the inherent dignity and of
the squal and inalienable riaehts of all members of the human family.”
(Fleming 1%95).

The equality with which “all members of the human Ffamily” are to be
treated as far as human rights are concerned precludes all attempts to
gxeclude from moral consideration human beings decmed to bhe nonpersont.
There iz no philosophical agreement in the international community as to
what constitutes personhood. Accordinaly article 6 of the Universal
Declaration on MHuman Rights (49482 and Article 16 of the International
Covenant on Civil and Political Riahts (194648) require that every mnember of
the human family be treated as a persen, that “everuone has the right to
recoanitlion everuwhere as = person before the law.”

These fundanental buman valuss expressed as human viahts are an
essential elenent to civilised society and stand aazsinst the sugenlc
temptation to reduce the value of a human individual to the sum total of Its
AENES
Human individuals have an “inherent dignitu”. The human rights documents
do not give a reason why human beings are to be seen as having unigue
vatue. They simply hear witness to the fact that the international
commun ity agrees that each human individual is to be counted as valuable as
any other human individunl.. Jacgues Maritaine (1994), for example. noted
the practical convergence on fundamental values deseite profound
dissaresment on ideoloday. Despite all the difficulties it is posgible.
“as the International Declaration of the Rights of Man published by the
United Nations in 1948 showed very clearly ... to establish a common
Formilat ion of such eractical conclusions.” When one asks the augstion as
to why these rights or valuaes odaht to be accepted there ts some debatbte.
between religious and philososlhical foundations for human rights. There
are wlso some rolitical disputes over how bhuman riahts are to be
interpreted within the framework of international law.

The ethics should also bhe In sccordance with the ethical norms
current in bthe culture where the resesrch is being conducted, recoaniging
that the degree of inportance accorded to communitarian values, varies
between and within countries. poapulations and groups. Thisg latter point is
well acknowledaed by the recognition that “HMininum ethical princirles must
he formuwlatad, recognizing that, in the process of collecting, the human
riahts of reople Iin participating porulations should be respected and that
these people are partners in work rather thao merely subjects of it. Any
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particular region may have broader ethical concerns than those addressed
here, which should onlu be considered as a mininum.” (HEDP, 1994).

2.2. Research aeproach and methodologuy
2.l Informed consent

The importance of obitaining consent from a study population is well
recoanised (even i+ not alwaus practiced). Population genstics studies
should be conducted by personnegl with the apsropriate aualifications, but
only after informed consent has been given for any g&njra] medical
exaninmtions, and remaoval of blood sanples (aenerally under 20ml) or other
bodily samples. Such samples are taken to the home laboratory or other
Tabaratories, and the components are separated for analusis. The analusis
aof the samples also reauires specific consent bhat should be given before
the sampling (cf. Baird., 1999 .

The doctrine of informed consent is applied to both madical
treatnent. and resemrch. and before & person is asked o consent to any
sampling or treatment they must be provided with certain information. This
information includes at least the followina. which mist of course. be
presented in language the patient can understands

a} a description of the procedure which is aenerallu gasy, and should be
risk free it accepted medical procedures are used for sampling.
b? A description of the risks and benefits of the resultant information.

Lt is worth noting that the nesed for censent to be “informed” may be
objectively imerossible to be achieved. Even when correct informztion is
carefully presented in culturally appropriate ways, it cannot be guaranteed
that It has been understood. The gthical obligations that are achievable
include the accurate delivery of infaormation together with the disclosure
of relevant risks and benefits to the individuals and communities involved,
and having regard to the leaitimate cultural and religious needs and
askirations of particular comminities. especially in the way in which
consent is ulbtimately given. We should not spealt so much., then. of
“informed” consent as of an obliasation or duty on the part of scientists to
inform participants of the relevant information.

The aprlication of the ethical principle of informed consent and
regpect for integrity is a more complex process at the level of populations.
In order to snsure that the understanding of the goals of research, of the
risks involvad., of the use of research results. and of the riahts of the
aroups and individuzals under study, careful consideration is needed. The
lines betwesen genetic testing of individuals. genstic screening within
one’s own porulation, and corulzation genetics research of obther worulations
and graups, are not alwads cl2ar. It is clgar that we do not ethically
reauire arour consent for post genetic testing., thouwah society may draw
lines even at the Treedom of choliceg of gengtic probes For nontherapeyutic
purposes (g.49. sex selection is banned in severzal countries). The fact
that =zome recent sopulation genetlic studieg may involve investigation of
saveral hundred aenes between single individual remresentat ives of
different populations makes the auestion of aroup consent extremeluy
difficult.

There are varlious levels at which consent may need to ke obtained For
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studies of population groups. High level governpmental aperoval is in many
countries mandatory for studies on specifTic porulations of parsons. Such
official clearances need in every instance to be complimented by consent
from the individusls and the local groups/communities selected for study
whether the consent is obtained directly or through formal/informal
leasdership, aroup representatives,. or trusted intermediaries.

It is important to identify both the most approsriate persans with
whon to commuenicate and from whom to obtain clearance. and alse what are the
appropriate content and media of communication. Research will need to take
account of the group, social organisation. goals and aspirations, culturasl
values and mores, and laws C(hoth statutory and customary). IFf the research
methods involve the use of saliva. skin., hair. or blood gsamnples. etc.. It
is necessary to ensure that the collectivn of these body samples doegs nob
violate cultural norms and concepts relating to the human body and its
functions. The ways of approaching the communities must alwaus taks
accaunt of the particular social and cultuwral organization and laws.

Somet ines the leader or the individual chief of a family oy familial aroup
is the person who aives consent For the other members of the community to
participate in the gaquiries and bioloaical sampling. These persons may be
difficult to identifyu. OF course the most difficult group consent question
ig who can give group copsent for the aenome project jtself a qguestion
that no one has been ahle to answer {(Macer, 1994i).

YVarious groups of indigenous peoples have expressed their irritation
with past povulation genetics research which. theuw claim has besen conducted
without erior consultation and in a waw where coasent was obtained in terms
consistent with their cultural norms. Practitioners of contemnporary
seience do not alwavs understand that the goals and aspirations of
scientitic projects mayu not alwaus coincide with the goals and aspirations
of particular cultures. It may not be sthically acceptable to some peopnle
to cooperate in the collection of saliva, skin, hair and blood samples Ffor
the purpose of storage and the establishment of “transformed cell linaes”,
samples which would he basically identical to the individual aof origin
which are then made available for study to scientists around the world.
Therefaore many representabtives of indiqenous peorles have expressed strong
concerns about the HGDP. An important outcome of this concern and the HGDP
prroject mau be the more active particiration of some individuals of the
cammunity in the research srodecks, as well as in the bebtter formulation of
precise auestions that researchers tiry to answer throuah their observation
or laboratory work. These concerns apely to sameling within any population
aenet ics prolject.

In order to bridae aaps between scientific goals and aspirations on
the one hand, and cultural goals and aspirations on the other. ft will be
necessary for scientific Information to be communicated to individuals and
communities in terms that can be understood by those communities., and if
they exist, by individuals acceptable to, and counted as trustworthy bu.
those communities.

It will not only be necessary to identify the correct person or
persons to give scientific information, but also to identify to whom the
informat ion should Tirst be aiven. and what cultural mechanisms apely to the
giving aof consent. This will involeve taking account of the fact that
individuzalised notions of obtaining congent which tend to domingte In liberal
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Western soclieties cannotbt be applied carte blanche to people of athsr
enltures. In seculwsr liberslsocieties consent is seen as an “informed”
gupression of an individual’s selfwill and autonomy. Consent is deemed to be
informed [ the subject is expossd to all relevant information, includinag
risits. Other cultures of couwrse mag place gareater emphasis on the advice of
leaders who represent the continuity with traditional wisdom, or with the
fate of family or arour members. Relevant factors for moral decisionmaking
in communitarian societies may derive from gouwrces not as empiricallu
accessible as medical data.

The moral and spiritual values which have profoundly shaved Lhe
ciultures of different population groues may well iresult in deeply held
convictions reqaarding bodily and familial intearity {(Paulette. 1993).
Information about aenetjc inheritance is loaded with emotional, historical,
cultural, and religdious siqnificance, which mauw differ in different cultures
and religions. The Farm in which the consent is given needs to be culturalluy
appropriate as well. Not all communities are aoverned by buresucratic
paper consent Forms and written signatures. The Fform in which consent is
aiven will need to be discussed and agreed upon by each communitu.

2.2.2 Selection and participation

The participation of the study group in various stages of research is
one good way of keeping open communication and of developing trust between
researchers and research subjects. Such anticipation mau talke various
forms depending on the situation. 1In international research sprojects, the
involvement of the local scientists. IFf rossible, and consultation with
1ocal qroups, is an effective wau of ensuring that communities or
indiaenous populations are treated with sensitivitu. respect, and wisdom.

Long standing prejudices about racial differences may colouwr and-
direct the selection of subjects for investiaation and the sorts of
intereretations made. Sittina targets for investigation nesd nob be
restricted to racial groups. For examnple. bionedical experiments were
perfaormned on more than 23,009 persons in about 1449 different US Defence
Pepvartment projects for over 39 uears after the Second Wor'id War. The
selection of target populations was clzarly made on groups who were iudaed
to be sitting targets., such as “soldiers, prisoners, those considered to be
mentally defective (both children and adults). hospital eatients with
terminagl illnesses, and pregnant women if the women were poor.” In
these superimnents subjeckts were sxposed, often without their knowledge. to
radicactive contamination. nerve gas, LSD and various biological agents.
“Permigsion or informed consent to carry out these experiments was
agnerally not sought at all or not given.” (Estling. 41995).

Because the HGEDP was planning to collect blood samplaes some groups
called the HBDP the “Vameire project” (Lock, 19294). and somne aroups were
anary because they belisved that thew were possible target populations even
thouah no comnunity representatives had been contacted about the Project.
The Mataatua Declaration on Cultural and Intellectual Propertd Riahts of
Indicenous Pgaoples of June 4993 is a call for a halt of the HEDP until its
impact has been discussed. Article 3.5. of the Declaration calls “for an
inmediate halt to the onacing "MHuman Benome Diversitu Praject ™ (HUGO)
until its moral. sthical, sociceconomic. physical and political
implicaticons have been thoroughlu discussed. understood and aperoved bu
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indigenous peoples”. The Declaration is actually not antiscience, and
includes =& call for involvemnent in scientific research, recommendation

2.1ii. "Ensure current scientific environmental research is strengthened bu
increasing the knowledae of indiaenous communities and of customaru
gnvironmental knowledge”. Since that time, ths HGDP goals have shjfted
somewhat , hut there has been a series of Declarations directed against this
project (Mead. 199%). The HGRP Summary Document includes ethical
auidelines which do address the auestion of participation. consent, and
commercialisation. Nevertheless, the controversy cont inues and as recentlu
s Februaru. 499%. a forum of Indigenons Peoeles in Asiza issued a statement
to the Euroeean fParljamsnt in which they strongly oesposed the HGDP and
called for it to be stopered (ARCW. 1995). However, on 18 July, 1995, the
UK House of Commons declarsed its supports for the proisct (Ref to checklli).

Therefore we would urge researchers to consider the historu of the
aroup that they plan to include in their research. tregarding not onply the
scientitic interest. but to think of ethical, social and ideclogical
factaors that may coms back to that group aftsr the research. The funding
mechanism for the Human Genome Project in the Euwrorean Commuanity was
delayed until a sustem for funding sthical. legal and social imeact (ELSI)
issues was established. In Canada wp to 13% of the Human Genome Project
has been spent on ELSI and sducabtional igsues, and in the USA d8% is
allogated., The ELSY issues do not onlu relate to genone research,. but to
all of genetics. and science.

2.3. Utilisation of research resuylis

2.2.4. Condidentiality and access to information, manazsement of genstic
databanks

fis has already been welldocumented from the practice of genetic
screening the personal imeact of aqenetic information is significant. DN
collected amona orouers would present analogous probleme relating to the
adeguate protection of privacy whose meaninag and value might vary across
cultures.
Issues related to individual privacy and possible abuse of genetic data (bu
insurance om panies, enployers) are considered in the UNESCO IBC aenetic
screening report of 19?24. Nevertheless. it is important teo note that in
population genetics research, confidentialitu jssues have to be discussed
at the community level as well as at the Individual level. OGne wau of
ensurinag confidentiality for individuals would be not to collect or kesp
identifging information in the central repositoruv. We recommend that
confidentiality for all individuals, and in all human population aepetic
research be erotected in particular through coding and anonumity, unless
the individual wants to know.

én interesting point is that while personal anonumity should be mnble
to be maintained by nat having the names of individuals inp the central
repository, in certxin cases would there be provision for classification of
sensitive information about one population avrous from general databanieg?
Uhere does the privacy claim stop. at the individual, family, village or
population? Another issue could be if all membars of a sopulation have a
commen late onset disgase. afflicting them at age 4¢ years. Would that
infarmation be general knowledge or protected? Health insuwrance companies
could cancel or refuse bealth insurance to a population, in the same way as
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they have dopne it for a single individual or Ffamily with these kind of
presupposition. In several countries these familu cases have led to
legizlation on genetic privacy, and althouah the principle is included in
the UNESCO Declaration on the Protection of the Human Genome further
national efforts at protection of privacy nmay be reauired.

Parulation genetics extends the ethical issues of large pediares
genetic research. Posulation genetics research can benedfit ¥from the lessons
learned in the studies of large family groups. One such lesson s sbout
preserving confidentiality (Annas, 1993). Thereg are also gengiral lessons
to be learnt from other genetic testing rrograms, and human qenome research

however. if noneg of the personal data is shared with the msmbers involved
in the project than there are fewer dilemmas. We do recognise that there
may be cases where useful information for n person mauy be found, and there
ig some ethical argument to support disclosure to that individual
howgver., those cases may be exceptions to the general purpose of population
genet ics surveus. :

Althouah information regarding the identities of community sanples
mau be restricted, Iin all srobabilitu., anyone who really wanted to identify
comnunities maw be able to do so. Moreover. access to such information may
he relevant to iInsurance companies, who then may be reluctant provide
mnedical insurance to a community, or even = porulation aroup, Kknown to have
a aeneg bthat predissases them Lo a particular disease, for exancle. This is
similar to the case where health insurance mau be denied to a sinale
individual or members of a familu in countries that do not prohibit genetic
discgrimination by law., Thus, national legislation will have to be enacted
to protect against such abuses. 6Genetic information about a particular
minarity could be exploited by states for political purposes such as
repression. The difficulties involved in duarantesing the maintenance of
absolute confidentiality should be discussed in the process of obtaining
informed consent. Furthsr,. the keering of genetic material in central
rerosibtories nay be ethically and politically sensitive.

2.3.,2, Patents, commercial rigahts to celllines and DNA

Patents aranted on cell lines of persons have been oeposed,
subsequently withdrawn, or are still pending. Patents are opposed on two
levels® One is the pprosition to any possible patenting of “1ife”, which
includes microbial. plant, animal and human life. This position is taken bhu
MNGOs, and indigenous populations, as well as some academic aroups. The
second level questions whether population grcups (whose gene products mau
subgequentily be patented?. are or should receive commercial benefits. This
concern arises from sxperience in the patenting of agriculture and
Fharmaceut ical products which have been develored bu coreorations from
genetic materials and knowledge collected from the third world withaout any
benefits accruing to the oriainal donors of the genetic material.

The question of the “ouwnershies” of DBNA, still more the notieon that
aengtic cories which once belonged to human beinas can be satld to have
proprigtary value. has already been extensivelu debated regarding orqan
donation and the patenting of bumnan aenes. These issues have arisen in
population genetics primarily in relation to the patenting of aenetic
material taken from indiasnous peorles. In 19293, & ratent filed by the
United States government on the cell ling of a 246 vear old Guaymi ILndian
waman From Panama was oprosed by the Buaumi General Congress, the Warld
Counci]l of Indigenous Peoples., the Rural Advancement Foundatbtion




LEITURA DAS HMENSAGENS RECEBIDAS ALTERNEX EM & DE OQUTUBRO DE 41995 PAG 33

International, and the World Council of Churches (RAFL Commupique, Jan/Feb
1i9924), The eatent claim was subseauently withdrawn. but other patent clalims
are still pending and being onposed.

To introduce briefly this issue. oneg of the first declarations an
gene patenting stems from the ICSU Statemsnt on Gene Patwnting_fn Jung 1992:
“Information xhout nucleic acid seauences cannot be patented per se. Such
seaquences should be satentable solelu within the context of their
denonstrated significance and/Zor aepplication and oot of their rotentinl
products.” Furthermore, “the process of discovery lsads oan to jdeniifuy
natural laws, mechanisms or objects (elenents? which already exist
independently of human beinues. Invention on the other hand is the process
whereby humpans can construct new elements that theuw can use. Iavention ia
the result of bhuman inggnuituy and knowhow. Under thess circumstances. no
one can have the right to monopolize a discovery, as everd discovery Iis
part of the natural order to which human beings themselves belona. The
human genome cannet be patented as such. ITdentification of the aenome, and
of the genes of which it s made up and of the nucleotide seauences whiah
describe the composition of these aepes. constitute a discoveru. In
addition, the human body (and its component parts) cannot be regarded as an
asset. ik cannot be marketed and hence cannot be a source of financizl
gain” (Pompidou, 1994). The philosophical basis of the obiection to
pazbtenting is the argunent that 1life is recomposed. not invented.

Patents have been awarded for transgenic animals,. which bear genetic
enaineered hunan genes or aene regulators in specific tigsues., as moadels
far studying the expression of human diseasgs or as gource of useful
prroteins of human origin for therapeutic use (for reviewssee Grunkemsyer
and Cosgrove. i¥93: Cosgrove et al.. 1994).

One of the goals of rorulaticn genetics research, such as the HGRP,
the creation of cell lines. Patenpts have alreadu been granted on
immortalized celliines and hubridomas which are useful in research or as
monoclonal antibodu sources for research and diagnosis. In this latter case,
the hybridoma invention implies a process. which falls under the definition
of patent application. These cell lings are kept. reproduced and distributed
by commercial companies. mainly the “american Tyere Culture Collection”
(ATCCY in North America and the “Centre d itude du polymorphisme humain”
(CEPHY in France, which do request the cost of suprly for reaussted
samples.

Some international bodlies have raised objections about this activityd
A databpse search conducted by RAFI reveals that. by Novembsgy 1992, the ATCC
held 1094 cellline entries. More than onethird of these are identified
as being the subliect of patent application” (RAFI Communiaui. 1993a). One
could also stress that most celllings are of Caucasian origiln (French
donor familiss) or from patients” tissues. However. these services are
grpensive and laborious work for any laboratory. and only companies 1Tike
these can afford Lo maintain & lairge varigty and number of celllines
available to all researchers. There does need to be some major cell line
collections. and virtually the ethical issusgs that relate to population
genet ics research apeply to other cell collections obtained frrom other
RPEFSONS.

In France in 1994 there was debate over the commercial access to a
DNA and cell bank collected from 808 French families. the Centre d EBtudss du
Polumarphisne Mumain (CEPHY. The issue was divisive, as sone funders




LEITURA DAS MENSAGENS RECEBIDAS ALTERNEX ENM & DE OUTUBRO DE 1993 PAG 34

wanted bto ensure free access while there were claims that exclusive
commercial access would incremse support (e.a.dature 3468 (L994), 47057 368
{1994), 57%). The pressure led to a deal for exclusive commercial access
beina dropred. .

Patents mre necessaru Iin the way industrialised societies are
organised as thew serve to stimalate investment and technoloaical
develornents that are necessard to nanufacture these products and provide the
services theu entail. But all the actors involyed in this process, whose
participation leadina to the final ster of production is unquestlonzgble. are
not always rewarded prosortionallu to their input as stated by Third Warld
CONGRINGS«

Their concerns are to do with the ever increasing gap betwsen wealthu and
pogr soocistbties.

We should also note that public opinion around most of the world is
against patenting of human DNA (Macer. 19943, althoush we recognise the
issue is complex and there needs to be some protection of commercial
investment in research to gncourags Further development of medicines and
biotechnology products. There have been discoveriess and inventions which
have besn made without desire for satents. but most research funding is
currently judoed as an Investment . and the trend is to become mnore
commercial .

Thigs trend is indeed & worrying one. By prioritising the objective
of Finaacial benefits, scientists, and in particular human molecular
deneticists, are converting themselves into science merchants. who are led
by the possibility of commercialising research results rather than. what
had been in the past, by what many consider to be the nobler aimsg of
discovering knowledge., If a practical aeplication follows a novel result
it has always been & highlu welcomed scientific output, but the focus aon
patentibility is a reductionist way of eracticing science.

The intellectual progertu richts sustem was develored by the
industrialised countries,. theoretically, to reward intellecktual innovation
and invention bu protecting inventors and guarantesing the publication of
new information. Worldwide, 95% of the patents are issued by socalled
First World goveraments to First World corporations. while 4.8%4 are issued
to foreign transnational companies operating in other countries, with oonly
¢.2% issued to nonFirst World inventors. This may represent formal
research investment, however. it nealects the much garsater contribution of
histarical zsariculture and teraditional medicine in Third World countrisgs to
the world sconomy. Thizs is a principal cancern of Third World countries
and as genetics becomes nore commercial. so will the concerns arow (Gupta.
1995) .

When the International Board for Plant Genetic Resources was funded
in the 41970s It created a public domain resource of 125.000 plant agrmeplasn
apecinens. Later, somne comnpanies obtained patents on hybrids. with
generally no or little raeturn to the traditional Ffarmers who bad collected
them. The same is true of medical compounds, and we can see swapping debt
with natural conservation schemes as another form of commercial
exploitation. In the USA several broad epatents. one for genetically
gngineered catton and one for genstically enginesgred soubean were clainmed,
and while the challenges to the validity of patents limited these claims,
these wers considered as “colonisation” of an agriculitural crop by Third
Horld countries.







