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AN ETHICAL FRAMEWORK FOR BIOLOGICAL SAMPLES POLICY
I. Introduction
The scale of the practice.
biological samples are current
are

Upwards of 290 million huma

n

ly stored in the United States. They

chiefly in pathology archives, blood banks, researchers

'

collections, and state public health department newborn screening
facilities.

1

Some have been stored for decades

, millions more will

be gathered and stored in the next year, tens of millions more in
the next decade.

2

Samples include blood, bloodspots on laborator

paper, saliva, and tissue from virtually every part of the body
The individuals who are the sources of the samples are ident

was attained, some were not. E

.

ifiable

in some cases, not in others. Some samples were gathered durin
procedures (such as surgery) in which some form of informed

y

g

consent

ven where there was informed consent

for the procedure that produced the sample, often there was n

o

informed consent to the storage of the sample, nor to some or any
possible future uses of it after storage. In many, perhaps mos
cases, individuals had no idea

t

that their sample was being stored,

nor any inkling that it might be used for a variety of researc

h

purposes, by a variety of individuals.
For example, blood was

taken almost all persons born i

hospitals in the United States since 1970 to prepare bloodsp

2

n

ots for

purposes of screening for gene

tic disorders. In some states public

health departments keep these bloodspots indefinitely, in other

s

they are discarded after five years; there is no uniform polic

y

coveri ng all states. Most individuals do not know that thes

e

samples were taken or that they are kept after screening is

done or

that they could be used for an indefinite number of purposes

in the

future, including a complete characterization of the individual's
genome.
Special concerns about genetic analysis. Not just bloodspots,
but an y sample containing cells from any part of the body can b

e

subjected to genetic analysis because every nucleus of every cell
of the body contains the complete genetic code of the person from
whom the sample was taken. It is in part because of the seemingly
limitless

uses of genetic analysis--and the concerns that som

e

possible uses evoke--that there is currently much interest in the
ethical

aspects of the practice of gathering and storing huma

n

biological samples that may be used for research.
The most obvious and tangible risk is the risk of insurance
empl oyment discrimination on genetic grounds. There is also th
risk of stigma or of adverse psychological reactions to info

or
e

rmation

whic h the sample contains, given the special significance whic

h

gen etic disorders has for some people. Nevertheless, as we shal

l

see,

g

the ethical issues raised by the practice of collectin

biological

samples do not depend, for the most part, on th

3

e

poss ibility of genetic analysis, even if concern about "geneti

c

privacy"

e

may have fueled much of the current interest in th

subject.
Framing the ethical issues.
complex

It is tempting to frame th

set of issues involving biological samples as a simpl

conflict between the value of scientific research, on the on

e
e

e hand,

and the rights to privacy and confidentiality, on the other. This
way of formulating the issues is, however, quite unilluminating

.

The problem with this formulat

ion is not simply that virtually all

parties to the discussion ackn

owledge both the value of scientific

resear ch and the importance of privacy and confidentiality. Mor
importantly, this simple formu
should

end,

with

the

e

lation starts where ethical analysis

invocation

of

rights

to

privacy

an

d

confidentiality.
Form ulating

the

issues

initially

in

terms

of

rights

i s

unfort unate in two respects. First, rights-language has a rathe

r

unyielding quality. There is a tendency to assume that if someone
has a right to something, then

that is the end of the matter. More

specifically, there is a tende

ncy to regard a clash between a mere

value (such as scientific prog

ress) and a right as an unequal one,

whose

resolution

in

favor

of

the

right

is

clear

an

d

uncontroversial. Second, from the standpoint of ethical analysis,
statem ents about what rights people have are better regarded a

s

con clusions of complex strands of moral argument, rather than a

s
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starting points. What is needed is to dig beneath slogans abou

t

rights to confidentiality and privacy (or rights of individua

l

autonomy) to unearth the

morally legitimate interests that rights

serve to protect.
Privacy

and confidentiality are sometimes characterized a

s

follows: privacy consists of appropriate limitations on access to
the person as a physical being, especially to exposures of t
that

are

considered

confidentiality
inf ormation

demeaning

;

consists of appropriate limitations on access t

o

about

a

to

be

person.

embarrassing

In

order

to

or

he body

ascertain

what

th

e

appropriate limits are in both cases, and hence what the contours
of the rights to privacy and confidentiality are, it is necessary
to articulate the various legi

timate interests that are threatened

by exposures of the body and by the dissemination of informatio

n

about persons.
Rights as protectors of morally important interests. Even a
sketch of a full-blown theory of moral rights is beyond the scope
of the paper. Nevertheless, it is necessary to say something t

o

elaborate the suggestion that we think of rights as protectors of
morally legitimate interests.

More specifically, rights-statements

are assertions that certain interests are of such importance from
a

mora l

point

of

view

that

protections. The implication i

they

deserve

especially

stron

s that the interests in question are

of such moral weight that they ought to be protected even if this
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g

means overriding what are othe

rwise typically taken to be powerful

reasons for action.
Thus even if the fact that doing something would maximiz

e

social utility is generally a very good reason for doing it, some
interests

are so important that they should be treated as bein

immune from calculations of ut

ility. For example, when we say that

the re is a right to free speech, part of what we mean is tha
people should be allowed to ex

g

t

press their views even if repressing

them could be shown to produce more utility overall.
Notice that a rights-statement as it stands makes an asserti
of what the moral priorities a
assertion.

re, but does not itself back up that

Rights-statements by themselves, being conclusions o

moral arguments rather than ar

f

guments, at best only indicate, in a

rough way, what the interests are that deserve special prote
Thus a statement that there is

on

ctions.

a right to free speech implies that

by pro tecting speech certain morally important interests will b

e

protec ted, but much more will need to be said both to make th

e

import of the rights-statement clear (to show when speech sh
protected

ould be

and when it should not) and to give us some reason t

o

accept the assertion it makes.
To clarify and justify a rights-statement two things ar
needed: first, to identify the

relevant interests; second, to show

why they are of such moral imp

ortance as to deserve the especially

stro ng protections rights provide. In simplest terms, doing th
latter means demonstrating that the interests in question play an
6

e

e

sign ificant role in determining whether individuals are able t

o

flouri sh--to

live the sort of lives that are appropriate fo

r

Once

we dig beneath rights-talk to the morally importan

t

interests

that rights protect, we are in a better position t

o

appreciate that the ethical issues concerning biological sample

s

persons.

are a matter of balancing inte

rests. This crucial fact is obscured

if we begin with talk about rights to privacy and confidentiality
(or rights to freedom of scientific inquiry, for that matter)

,

because

r

assertions

about

rights

presuppose

that

the

prope

balancing of interests has already been achieved.
Once it is understood that rig

hts serve to protect interests,

rig hts-talk becomes less mystifying: rights no longer seem to b

e

ghostly, abstract entities (things that go "ought" in the night).
Instead, rights-talks is seen

to be shorthand for assertions about

what the moral priorities are, assertions grounded ultimately i

n

the conditions of human flourishing.
This is not to say that there is no such thing as a right to
privacy or to confidentiality. There are legal rights that go b

y

these names. And we may even say that there are moral rights t

o

privacy and confidentiality at

the outset of the analysis, so long

as we admit that this tells us

very little, except that there is a

presu mption
protections

that

certain

interests

ought

to

receive

specia

l

through safeguarding privacy and confidentiality an

d

that whatever the proper balance of conflicting interests tu
7

rns out

to be it must reflect this pre

sumption. Invoking rights to privacy

and co nfidentiality tells us nothing about the proper scope an
limits of those protections, j
expression

d

ust as talk of a right to freedom of

itself tells us nothing about the scope and limits o

f

that right.
In order to determine the proper scope and limits of the rig

ht

to freedom of expression, we must dig beneath the concept o

f

freedo m of expression to articulate those interests that are a

t

stake when expression is limit

ed. These include, preeminently, the

interest in being able to criticize government and thus hold i
accountable, and the interest in moving closer to the truth

t

through

the free exchange of ideas. Similarly, we must determine wha

t

inte rests

d

are

served

by

the

preservation

of

privacy

an

confidentiality.
For these reasons, the strategy of this paper will be to beg

in

the analysis by cataloguing the members of two sets of interest

s

that

o

f

th

e

can

come

restricting

into

access

conflict:
to

those

biological

information they contain) and

that

samples

weigh
(and

in

favor

hence

to

in favor of giving the source of the

sample more control over what is done with the sample, on the one
hand, and those that weigh in

favor of wider access to the sample,

even though this means less control over its uses by the sou
the end of the analysis we may
samples are taken have a

rce. At

conclude that individuals from whom

moral right to privacy and confiden
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tiality

concerning

those samples, but this will only be shorthand for

a

much more complicated ethical conclusion about how these two sets
of interests ought to be balanced. If the analysis is successful,
we will be in a better position, however, to engage in a reasoned
debate

to determine what the contours of the

legal rights t o

confidentiality and privacy ought to be in this area.
After cataloguing the various interests on both sides of the
ledger,

we

req uirement

can
of

then

try

informed

to

ascertain

consent

as

a

the

adequacy

means

of

of

th

achieving

e
a n

approp riate balance of these interests. One conclusion that wil

l

emerge is that it is a profound mistake to proceed as if som

e

ver sion of an informed consent requirement by itself can provid

e

protection

e

for all the legitimate interests at stake in th

practice of gathering and using biological samples. Instead, what
is needed is an institutional division of labor in which informed
con sent plays an important but limited role. Furthermore, I wil
arg ue that attempting to safeguard against all
those

who

requirement

provide

by

an

elaborate

possible harms t o
consen

t

is not only doomed to failure but would also b

e

unco nscionably

samples

l

informed

costly and an excessive constraint on scientifi

c

research.
Interests,

well-being, and harms.

Before cataloguing th e

conflict ing interests, we must be clear about what we mean by a

n

int erest.

n

Put

most

simply,

an

interest
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is

an

ingredient

i

some one's well-being. If your interest is advanced, then, othe

r

things being equal, your are better off; if your interest suffers
a setback, then, to that extent your are worse off.
interests vary widely, but the

3

Peoples '

re are some interests that are basic

to us all as persons. The doctrine of human rights can best b

e

unders tood as an attempt to identify these fundamental universa

l

interests

t

and to proclaim that they deserve the most stringen

protections.
We can also distinguish between
interests.4

welfare interests and ulterior

Welf are interests include access to food and shelter,

as well as physical security, liberty of action, and access t

o

information.

Ulterior interests include the various ends tha

t

give high priority to as they arrange their lives

,

cho ose an occupation, and plan for the future. Welfare interest

s

individuals

are a very important ingredient in a person's flourishing because
if they are not secured he wil

l not be able to pursue his ulterior

ends. Nevertheless, once a per

son's welfare interests are secured,

the pursuit of his ulterior ends becomes not only possible, bu
extremely important to him. La

t

ter we will see that the distinction

between welfare interests and ulterior interests helps illuminate
the full r ange of interests at stake in choosing a policy fo

r

regulating the gathering and uses of biological samples.
Given this understanding of what an interest is, a
define d as a setback to an interest.
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5

harm can be

Typically, when rights -

statements

are made, what those who make them are most keenl

conscious of is the potential

for harm if the right in question is

not acknowledged and respected

. Hence we will focus chiefly on the

y

possible harms that persons can suffer if others gain information
from their biological samples or use those samples in variou

s ways.

In doing so, we will bring to the fore the important moral c

oncerns

that lie behind the notions of privacy and confidentiality.
Biological sample information. Gathering information about an
individual

through

the

taking

of

a

medical

history

or

b

y

interpreting the inscriptions on an electro-cardiogram may have a
different significance for the

individual or others than biopsying

a piece of tissue or drawing blood. But from the standpoint

of many

of the interests at stake in the way biological samples are used,
what is most import is the information the sample can yield, no

t

the physical embodiment of the information.
As technology advances, automated analysis of samples (fo
genetic and other information) may reduce significantly the

r

need to

store samples. Nevertheless, as we shall see, most of the ethical
issues would remain, because they have to do with the uses of the
inf ormation derived from the samples, not the sample itself. Fo
this reason, I will use the term 'biological sample informat
cover

ion' to

both the sample itself and the information that can b

extracted from it, noting that

in most cases it is the information

that matters, once the sample has been taken.
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r

e

II. Interests that weigh in favor of restricted access and
substantial control by the source of the sample
Avoiding
potential

insurance

and

employment

discrimination. 6

The

harm of insurance and employment discrimination wa

s

already been mentioned above. It is worth noting that there is an
unfort unate
bioethical

tendency in the media, and even sometimes in th
literature,

to

suggest

that

it

is

only

e

geneti

c

inf ormation that carries the risk of discrimination. This is no

t

the case. Persons known to have health problems are vulnerable to
discrimination, regardless of whether they have genetic disorders
or gen etic susceptibilities to disease. Being listed in a tumo

r

regi stry or replying truthfully to questions about one's famil

y

medical history may be just as

risky as having a positive test for

a genetic disorder in one's medical records.
The actual extent of insurance and employment discrimination
on genetic grounds is a matter

of speculation, because most of the

evidence comes from surveys in which individuals say whether they
believ e they have suffered discrimination, with little or n
independent check

on the accuracy of their perceptions.

7

o

Moreover,

the risk exists only for insurance policies whose issuance i

s

condit ional on medical underwriting, and most Americans who hav

e

privat e health insurance get it through large group policies i

n

which there is no medical underwriting. Nevertheless, it is clear
that insurance and employment discrimination doe occur and tha

12

t

when they occur the results ca
It

is

also

discrimination

important

n be devastating for the individual.
to

emphasize

that

the

risk

o

f

is not an inevitable effect of the existence o

f

information about illness or susceptibility: it is an artifact of
a pa rticular institution, namely, a private insurance market i

n

which

h

most medical insurance is employment-based and in whic

private insurers compete in part by attempting to insuring costly
(and

therefore

sick)

individuals.

If

this

institution

wer

e

abolished or modified in certain ways so as to reduce the risk of
discrimination, then to that extent the weight of the interest in
avo iding discrimination would diminish, and with it the case fo

r

rest ricting access to biological sample information in order t

o

protec t the interest in avoiding discrimination. (It is als

o

imp ortant

e

to emphasize, however, that discrimination in lif

insurance and disability insurance occurs in other countries

who do

not rely on private insurance for health care as heavily as th

e

U.S. does).
From this it follows that the

specific contours of the rights

to privacy and confidentiality or of other safeguards agains
insurance and employment discr

imination cannot be ascertained once

and for all, independently of

institutional context. In a society,

t

like our s, in which there is a powerful institution that poses

a

significant

threat of discrimination, greater restrictions o

n

to biological sample information will be needed, othe

r

access

things being equal, than in a society with different institutions
13

for

financing

health

care

eliminate

the

possibility

discrimination. If Federal and state laws prohibiting insura

o

f

nce and

employment discrimination are passed and effectively implemented,
the

ba lance

between

interests

that

weigh

in

favor

of

mor

e

restricted access and greater source control and those they weigh
in favor of freer access and more permissive uses of biologica
samp les will shift accordingly.

8

l

Whatever policy is now develope

d

must be subject to revision in the future.
Avoiding stigmatization. Even if an individual is not denied
insurance or employment, she may suffer the harm of stigmati
Although

zation.

there is an unfortunate tendency to focus only on th

stigmatization

e

that results from being identified as having

a

genetic disorder, other types of illness can be equally or eve
more stigmatizing (e.g., sexually transmitted diseases, disf

n

iguring

diseases, and cancer, at least until very recently).
Stigmatization is closely related to discrimination; indeed
can

be argued that it is a species of discrimination. Lik

stigmatization, it is a form o

unwholesomeness,

blame,

e

f exclusion by labeling. In the case

of stigmatization, however, there is usually at least an int
of

it

or

taint

(as

in

the

imation

archetypa

stigmatum, the Biblical "mark of Cain"). Some, but not all f

l

orms of

discrimination include this feature.
Perhaps the most familiar type of stigmatization is that whi
is imposed upon an individual from without, by the judgments an

14

ch
d

percep tions of other individuals. However, we may also speak o

f

self-stigmatization.

n

In part because individuals are so ofte

dee ply influenced by the attitudes of their fellows, they ma

y

internalize stigmatization.
We have already seen that the weight that should be accorded
to the interest in avoiding in
varies

with

inst itutional

the

magnitude

surance or employment discrimination
of

the

risk,

and

hence

with

th

e

arrangements that either magnify or diminish tha

t

risk. Similarly, the weight that should be accorded to the i

nterest

in avoiding stigmatization varies with cultural attitudes towar
disease. For instance, to the extent that the public becomes

d

better

educ ated about the nature (and universal prevalence) of geneti

c

suscep tibility to disease, the risk of stigmatization on geneti

c

grounds

t

may

diminish.

And

as

with

insurance

and

employmen

discrimination, the actual risk of stigmatization associated with
variou s types of information contained in tissue samples, a

s

opposed to the mere possibility that stigmatization, is unknown.
Avoiding

ascriptive (group identity-based) harms.

Closel y

related to discrimination and stigmatization is another potential
harm that individuals may suffer because of perceived links

between

medical information about them contained in a biological sam

ple and

wha t may be called their ascriptive (or group-based) identity.
concrete example will make this concept clearer.
African Americans typically su

15

ffer certain harms because they

A

are identified as African Amer

icans: others often perceive African

American individuals through t

he distorted lens of negative racial

stereotypes. The harm of negat

ive racial stereotyping is a harm to

individuals, but it befalls individuals because of their asc
group

riptive

identity. The term 'ascriptive' here indicates that th

e

ide ntity in question is assigned by others, independently of th

e

choice of the individual thus identified.
Individuals

who are vulnerable to ascriptive-identity harm

have a special interest in avoiding situations in which info
obtainable

s

rmation

from their biological samples may contribute to th

e

reinforcement of harmful group stereotypes, not only because they
themselv es may be harmed but also because they may wish to avoi

d

harm to other members of their ascriptive group. For instance

,

genetic information gleaned from biological samples might be used
in research on the role of genotype in criminal behavior or i
intelligence. In the past such research has sometimes both e

n

mbodied

and been taken to validate negative racial stereotypes.
Avoiding familial conflict.

In some instances, biologica

sample information, like other medical information, may be a

l

source

of intra-familial conflict. For example, genetic analysis of

a

blood sample may reveal that the husband is not the father of the
chil d. Or, in some cultures, if a family finds out that th
prospective spouse of one of t
they

heir members has a genetic

disorder,

may attempt to prevent the marriage from taking place
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e

.

Regardless

of whether the beliefs on which they are based ar

rooted in mistaken views about genetics or indefensible assu

e

mptions

about responsibility for disease, the conflicts they can generate
and the resulting harms are quite real.
Avoiding uses of biological samples that the source regards as
impermissible per se. So far we have concentrated on the har

ms that

certain uses of the informatio

n extractable biological samples can

produce or contribute to. Indi

viduals can also have an interest in

the use s to which the sample itself is put. For example, fo

r

religious or other reasons, some people may believe that DNA from
samples should not be used for producing human beings by clonin
because they believe that human cloning is wrong
may simply not want

much

g

per se; or the y

their DNA to be used for this purpose.

There are three factors that make it difficult to know ho

w

weight this interest ought to be given in designing a

n

eth ically

sound and feasible system for regulating practice

s

concerning the uses of biological samples. First, no one knows at
present the full range of possible uses for biological samples in
the futu re; all we know is that the science of molecular biolog

y

and genetic technology are evolving very rapidly, and that ther

e

will

g

be

an

expanding

range

of

possibilities,

includin

opportunities for manipulating genes. Consequently, we cannot now
asce rtain

how likely it is that at some point in the futur

e

someone' s biological sample might be used in ways that he or sh

e
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found inherently wrong. Moreov

er, our uncertainty here is not just

a function of our ignorance of the technical possibilities;

we also

do not know how effectively or in what ways future cultura

l

attitudes and regulations (e.g., concerning experiments on huma

n

subjects)

,

will constrain possible uses of biological samples

independently

of any control that might be exercised by th

e

individual who is the source of the sample.
Second, in some cases, individuals' fears about how thei

r

tissue might be used in the future may be based on grossly m

istaken

assumptions. For example, at least part of the negative resp

onse to

the possibilities of producing

humans by cloning seems to be based

on the fallacy of genetic reductionism (the false assumption that
a genetic identity is personal identity). Of course, respect fo

r

autono my may argue for giving some weight to an individual'

s

preferences even when they are based on patently false belie
nonetheless, the fact that a p

fs; but

reference is based on patently false

beliefs should surely reduce its moral weight, other things being
equal. To put the same point differently: people can be mistake

n

about

r

what their interests are, and the strongest ground fo

devising constraints on the use of stored tissue is that doing so
is

nee ded

to

protect

important

interests,

not

to

indulg

individual's clearly mistaken perceptions of what their interests
are.
In some cases an individual's preference that his biological
sample not be used for certain purposes may not be based on false
18

e

factual

assumptions

and

may

commitments. Here the individu

reflect

his

stable

values

an

d

al does have an interest in avoiding

such uses of his biological sample.
Thi s brings us to the third obstacle to ascertaining th

e

weight of the interest in avoiding certain uses of one's store

d

tissue: the fact that many of people are at present uncertain not
only about what uses will become possible in the future, but also
about what their own
These

future

reliability for
-shaped

evaluations

cannot

now

be

predicted

to be.

with

two reasons. First, they will be "path-depe

an

y

ndent"-

by our evolving reactions to a particular series o

technological
predict

evaluations of those uses will turn out

f

innovations developing over time--and we canno

t

the series of technological developments. Second, ou

r

evaluations of technological options in the future will depend in
part upon the social context in which the technology would b
deployed, but we cannot now kn

e

ow what that social context will be.

What does seem likely is that

in some cases what we would now

regard as wrong or at least problematic we may regard as acc

eptable

in the f uture, when society has changed and we have changed wit

h

it. Thus 20 years ago many people had negative or ambivalen

t

att itudes

toward the first "test-tube baby," but now

ferti lization
tec hnologies

and

a

number

of

other

reproductiv

e

are regarded as ethically unproblematic by man

y

people.
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subsequent

in vitr o

Concerns

about

profits,

distributive

justice,

an d

"commercialization". We come now to a cluster of interests,

some of

which weigh in favor of restricting access to or uses of bio

logical

sample information, others of which concern the distribution

of the

financial gains that may be produced through the uses of samples.
Some

individuals and groups have sought to share in th

e

prof its that are generated by patentable biologic inventions i

n

whose development the use of their biological samples played

a

role. Perhaps the most famous case is that of Mr. John Moore, who
claime d ownership of a cell-line that was developed from tissu
from his spleen.

9

The California Supreme Court

rejected Mr. Moore's

claim of ownership, and hence any claim to a portion of the

profits

derived from uses of the cell-line, but it did affirm that th
physicians who used his spleen

e

e

tissue to the develop the cell-line

had a duty to disclose to him that they were going to do so.
The two parts of the ruling mark an important distinctio

n

between two questions: (1) is the individual entitled to some o

r

all of the profits gained from a product in whose development his
biological sample played a rol

e? (2) is the individual entitled to

disclosu re of the fact that his biological sample may be used t
develop a profitable item and perhaps to refuse to allow suc

o

h uses?

Thes e questions implicate two distinct interests: the financia

l

interest

e

in profiting from the use of one's sample, and th

interest in determining whether one's tissue is used in a profit-
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gen erating

endeavor. Though less tangible than the financia

l

interest, the second interest may be extremely important for some
individuals, for it may be roo

ted in their most fundamental values

about distributive justice.
Strictly on economic grounds, there is a case for not having
a property rights system that gives individuals like Mr. Moore

a

legal right to a share of the profits of whatever products ar

e

developed from processes in wh

ich his sample played some role. For

one thing, most of the products developed from tissue specim

ens are

not uniquely dependent upon the particular sample from which they
are developed. (What was needed were human spleen cells from

a

person with a certain type of cancer, not necessarily Mr. Moore's
spleen cells). And given the well-known relationship between

supply

and demand, this means that no particular individual's biological
material will usually be valuable enough to generate a claim to a
significant

share of the profits and to justify the specia

l

property laws that would be needed to secure that claim.
Howeve r, there may be some cases where something profitabl
can be developed only through the use of a rather rare geneti
mutation. (For example, it has been reported that there is a
in Northern Italy that has a mutation that protects

agains

that a small minority of the population has a natural immunity to
stic might be extremely valuable for
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c

family

atherosclerosis, an "anti-chloresterol gene". Or, if it turns out

HIV infection, this characteri

e

t

the development of an HIV vaccine).
At this point it might be objected that it is misleading t

o

talk only of the interest that individuals have in a share of the
profits derived from uses of t

heir biological samples: individuals

have not only an interest, but a property
tissues,
indeed

right, because thei r

blood, and DNA are their property if anything is. An
some moral philosophers have assumed or argued that

perso n's body is her property, in the sense of a moral propert

d
a
y

right. 10
This objection is mistaken for

reasons noted at the outset of

this analysis: statements about what moral rights people have
including moral property right

,

s, must be understood as conclusory.

Hence the statement that an individual has a moral property right
to her biological material is to be understood as shorthand
assertion that there are moral

for the

ly legitimate interests that require

special protections and that these protections can best be a

chieved

by allowing the individual control over the uses to which th

e

sample is put. But of course there are many possible modes an

d

degrees of control. Only by we

ighing the legitimate interests that

speak in favor of various forms of sample source control agains

t

the morally legitimate interests that speak in favor of allowin

g

others freer access and a wide

r range of possible uses of the item

in question, can we decide which bundle of forms of control among
the indefinite range of possibilities is morally preferable. A
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t

thi s stage of the analysis the most we can say that is that
person may have a legitimate p

a

roperty interest in the distributive

effects of the uses of her biological sample.
Avoiding dignatory harms. Each person has an interest in bei
treated

ng

as a person--as a moral agent with her own values

pref erences,

,

commitments, and conception of the good. In Kant'

s

termi nology, each of us has an interest in not being treated a

s

mere means, or, more positivel

y, in being treated with the dignity

and respect befitting persons.

Part of the moral justification for

the requirement of informed co

nsent is to ensure that patients and

resear ch subjects are treated respectfully as agents, not a

s

passive objects to be used for the ends of others.
First

and

foremost

the

requirement

of

informed

consen

protects individuals from nonc

onsensual invasions of their bodies.

Because the right of informed

consent, which includes the right to

refuse treatment, allows the i

ndividual to decide whether the risk

of these harms is worth taking, it can also protect individual
from other tangible harms that may result from the bodily in

t

s

vasion,

if the individual refuses to give consent.
It is important to notice that

these harms are not restricted

to the potential but usually highly unlikely harms that migh

t occur

from techniques such as venapuncture or swabbing cells from th
inside of the cheek. The point, rather is that if one allows

others

acce ss to one's body for these purposes one is thereby in
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e

a

position

of vulnerability to other unwanted and more dangerou

s

intrusions. For this reason it is somewhat misleading to say that
the only physical harm from which one is protected by informe

d

con sent

e

for

a

simple

procedure

such

as

venapuncture

is

th

extremely remote possibility of harm from the needle stick.
Even if informed consent was originally primarily a protecti
against physical harm, it has come to be used as protection
a

against

broad range of nonphysical harms lumped under the headin

"psychosocial."

Thus, for example, Institutional Review Board

strive to ensure that informed consent procedures for psycho

g
s

logical

or other social science research protect individuals from bein
deceived and manipulated in wa

on

g

ys that are demeaning or threatening

to a person's sense of self-worth or that in some other way treat
her as a mere means.
A strong case can be made that current practices concernin

g

biolog ical samples often fail to treat persons with due respec

t

becaus e they systematically mislead as to why samples are bein

g

taken

e

and what uses they will be put to. It is true that th

phlebotomist

who draws the blood sample may not know that th

sample will be stored indefinitely and may be used in any nu

e

mber of

ways in the future and hence may have no intention to mislead the
sample

source. Nevertheless, the institutionalized practice o

f

storing biological samples for future uses is one for which those
who control the practice are r

esponsible, and this practice, as we

have seen, often keeps sample sources in the dark as to what ma
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y

hap pen to the sample. Given the various interests already liste

d

above, a practice that is misleading in this way fails to sho

w

proper respect to sample sources.
The most obvious way to correct this defect is to modify the
prac tice by informing individuals that their biological sample
will or may be used for a wide

s

range of purposes where this is not

alread y done. Whether or not in addition to such disclosure

,

specific or blanket

r

consent is required in order to show prope

respect for sample sources is a question taken up in section
below. The chief point to be appreciated at this point, howe
that we should not simply assu

IV.
ver, is

me that informed consent, as opposed

to disclosure, is the only means for protecting individuals

against

the dignatory harm of being deceived or misled.
Avoiding invasions of privacy and confidentiality
Persons

per se.

have an interest in not being subjected to unnecessar

y

exposu re of the body to the view of others and in not havin

g

embarrassing

or

disclosed

,

indepe ndently

of whether such exposure or disclosure threaten

s

intimate

facts

about

other interests they may have or produces
one

has

an

information

interest

in

others

not

themselves

other harms. For e xample,
knowing

certain

intimat

e

about one's reproductive history and in not havin

g

one's body unnecessarily exposed to view, even if these brea

ches of

privacy and confidentiality cause no tangible harm, for exam

ple, by

making one the subject of disparaging gossip.
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This interest, which might be called the interest in privacy
and confidentiality

per se, is distinguishable from the variou

s

other interests catalogued above which serve to ground a right to
pri vacy.

It

is

closely

related

to

the

interest

in

avoidin

g

dignatory harms, since in most if not all cultures, some modes of
exposing the body, in some con
and

texts, are thought to be undignified

de meaning and some intimate information is thought to b

e

embarrassing.
per se that

It is this interest in privacy and confidentiality
is invoked when a patient or s

ubject complains that the setting in

which she is examined or in which she answers questions about her
personal medical history is "too public" or "lacks privacy."

Unlike

some of the interests already noted, the interest in privacy an
confidentiality

per se, is at stake as much in the process b

d

y which

the sample is collected as in what happens to the sample afte

r

collection.
Confidentiality. For the most part, once the biological samp

le

is removed from the body, it is the interest in confidentiality

,

rather

.

than

the

interest

in

privacy,

that

is

at

issue

Etymologically the term 'confi

dentiality' means 'with trust'. Thus

we speak of preserving the con

fidentiality of certain information,

or of keeping confidences, of confiding in those we trust. Wit

h

some risk of over-simplifying, we can think of confidentiality as
a kind of second-best to privacy. In some contexts, medical an
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d

otherwise,

we must expose ourselves to the gaze of others o

r

sensitive information to them in order to gain certai

n

benefits , and the best we can hope for is that there will be n

o

unne cessary or otherwise inappropriate viewing or disclosure t

o

oth ers,

f

divulge

and

that

those

who

gain

this

intimate

knowledge

o

ourselves will not use it to our detriment.
Sources

of

confid entiality--in

biological

i

n

being able to trust that access to thei

r

samples and to the information

samples

have

an

interest

they contains will be appropriately

limited. But what counts as an appropriate limitation will depend
upon a complex weighing of conflicting legitimate interests. Once
again,

we see that beginning with slogans about the right t

confidentiality does not carry

o

us far. To say that there is such a

right is simply to assert that the interest in limiting intimat

e

exposures is a high moral priority, and as such warrants specia

l

prote ctions; it does not tell us what the contours of the righ

t

are.
Surviving interests. Many existing biological samples wer
taken from individuals who are long dead, and if any sample i
stored long enough it will out

e
s

last its source. It might be thought

that onc e the source is dead, there are no interests to protect

;

but this is not so, for two reasons. First, the deceased source's
family or other loved ones may have an interest in what is don

e

with the sample, or members of the source's ascriptive group ma

y
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have an interest in what happens to it (if, for example, research
were done on the sample that contributed to racial stereotyping).
Second, persons can have interests that survive their ow

n

dea ths. For example, persons ordinarily have an interest in wha

t

happens to their children and grandchildren after they themselves
die and for this reason plan f
Similarly,

or the disposition of their estates.

one can have an interest in the uses to which one'

biological sample are put, whether these uses occur before o

r after

one's death. This is especially true if certain uses would b
considered

impermissible

s

per se, from the perspective of one'

e
s

deepes t, life-long religious or ethical values. From this i

t

follows

f

that if a policy of unrestricted access to samples o

deceased persons is to be justified it cannot be justified on the
grounds that no interests are at stake.

III. Interests that Weigh in F avor of Fewer Restrictions on Access
and Less Sample Source Control
The societal interest in the growth of scientific knowledge.
Not

everyone in our society values the growth of scientifi

c

knowledg e, but most do, and more important, most if not all wil

l

benefit from it in some way or other. To that extent we can speak
of a societal interest in the growth of scientific knowledge.
Whether or not the advance of scientific knowledge

per se is

valuab le, independently of the benefits which the application o
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f

this knowledge brings, depends upon the resolution of deep an

d

controversial

issues in the theory of value that lie well beyon

d

the scope of this paper. According to some views, the quest fo

r

knowledge

is good in itself, and is an important ingredient i

n

human good independently of its beneficial effects. According t

o

othe r views, some individuals (especially scientists) may valu

e

scientific

l

knowledge for its own sake, but there is no societa

interest in scientific knowledge

per se, independently of th e goods

is application brings.
The

instrumental

scientifi

c

are obvious and manifold. Before proceeding to som

e

con crete illustrations of benefits gained from the use of store

d

biological

l

knowledge

benefits

of

the

growth

of

samples, it may prove useful to sketch a more genera

characterization of the value of progress in biomedicine.
Scie ntific knowledge makes possible scientific health care, an

d

scient ific health care serves several basic human interests: th

e

interest in avoiding pain and suffering, in restoring or pre

venting

the loss of opportunities that depend upon normal functioning, in
the avoidance of unwanted death, and in access to informatio
one's

n about

condition that can enable one to plan one's life mor

effectively
condition.

or

which

may

simply

allay

worries

about

one'

e
s

11

The weight that should be accorded to the societal interest
benefits of applied biomedical science will depend in part u
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in

pon how

widely

these

benefits

are

distributed.

If

there

are

gros

s

inequalities in the distribution of benefits, it is misleading to
speak of the common interest in medical progress. Consequent
case

ly, the

for tolerating greater risks to the interests of sampl

e

sources for the sake of the societal interest in medical progress
is wea kened if some people, including some who provide samples

,

lack access to important health care benefits because they cannot
afford them. Nevertheless, if the benefits of medical progres
accrue to large number of peop

s

le, we may still speak of a societal

interest even if not all benefit or benefit equally.
The fu ll range of medical benefits already obtained throug
the use of stored biological s

h

amples is extremely impressive. Here

only a few instances will be mentioned to convey their importance
and diversity.
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(1) In the late 1960s the study of samples o

f

tissu e from an unusual tumor of the vagina led to the discover

y

that a non-steroidal estrogen hormone diethylstilbestrol (DES)

,

then commonly given to women during pregnancy, is carcinogen

ic. (2)

Durin g the same decade a series of studies on tissue samples o

f

precancerous lesions of the uterine cervix led to the routine use
of Pa p smears, which have played an important role in the earl
diagnosis and more successful treatment of this type of canc
Anal ysis

of

occu pations,

tissue

from

autopsies

of

persons

in

y

er. (3)
certai

n

such as chemical manufacturing and uranium mining

,

have established causal links between exposure to environmenta

l

sub stances and certain diseases, including a cancer of the live

r
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known

as

hepatic

angiosarcoma

epitheleum. (4) The analysis o

and

cancer

of

the

bronchia

l

f autopsied lung tissue from smokers

played

a major role in establishing that smoking causes lun

g

cancer,

that the risk of cancer increases with the duration o

f

exp osure to the chemicals contained in cigarette smoke, and tha

t

precancerous changes in the bronchial epithelium can be reve

rsed by

ces sation

of smoking. (5) In 1953 autopsies of young America

n

soldi ers

killed

tha

t

begins at a much earlier age than was previousl

y

thought and that blockage of arteries can be far advanced in th

e

absence

s

ath erosclerosis

of

in

symptoms;

the

this

Korean

research

conflict

revealed

contributed

to

finding

concerning diet and exercise which have had a major public health
impact in this country, evidenced by a significant reduction i

n

coronary artery disease.
In

ma ny

instances,

access

to

stored

biological

sample

s

collec ted over a long period of time has significant advantage

s

over the exclusive use of new research protocols. Especially when
the disease process under study takes place over years or eve

n

decades, studies that rely only on newly collected tissue may b

e

very costly and produce results much less quickly than studies of
stored samples.
The

interest in enhancement through biotechnology.

Unti l

rec ently, with a few exceptions such as cosmetic surgery, healt
care has been concerned primarily with preventing or ameliorating
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h

harms caused by disease and disability. In the future, however
genetic interventions as well as developments in psychopharm
may make possible

,

acology

enhancements of normal human functioning. Fo

r

exampl e, it may eventually become possible to manipulate geneti

c

material

f

so as to raise the upper bound of some aspects o

cognitive functioning, by enha

ncing memory or the speed with which

information can be processed by the human brain; or augmenta
the normal human immune system may b

ecome possible.

13

tion of

Whether or to

what extent we can speak of a substantial societal interest i

n

enhanc ements made possible by the growth of scientific knowledg

e

will depend not only upon whether these enhancements are reall

y

beneficial, all things conside

red, but also upon whether they will

be widely available, or available only to the rich.
Preventing

disease

and

disability

for

identifiabl e

individuals, present and future. In addition to contributing
prevention of harms to large n

to the

umbers of people through advances in

the prevention and treatment of disease and disability, free

r

access to biological sample information can make it possible t

o

intervene directly to prevent harm to identifiable individuals in
some insta nces. For example, if the source of a sample can b

e

ide ntified, then he or she can benefit from successful treatmen

t

breakthroughs. Or, if research shows that persons with a par

ticular

genotype have a high susceptibility to some serious disease, then
it may be possible to intervene earlier with better results, i
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f

tho se individuals can be identified from stored samples. In som

e

cases the individual who benefits may be the offspring of th

e

sample source as, for example,

when a genetic disorder that can be

successfully treated can be predicted on the basis of information
contained in the sample.
Interests in reproductive freedoms. Individuals have several
important reproductive interests: in being able to have chil

dren if

they wish, and in having control over when they have children and
how

many children they have. They also have an interest i

exercising some control over t

he characteristics of the child they

have, for the sake of the child himself or herself, but also i
part because these characteris

n

n

tics may affect their own well-being

and that of their other children.
Few would question that prospe
interest

ctive parents have a legitimate

in whether the child they bring into being is spare

avoidable diseases or disabilities. Whether, or to what exte
also

have

a

legitimate

interest

in

determining

characteristics, such as height, eye-color, or cognitive abi
is more controversial. But in

d

nt they
othe

r

lities,

general, the more that their control

over the characteristics of the child can be justified by ap

peal to

the interests of the child herself, rather than simply to th

e

interests or preferences of the parents, the stronger the case is
for pr otecting the parents' interest in exercising this control.
In coming years, research on biological samples will mos
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t

likely increase dramatically the range of reproductive alter

natives

available to people, thereby furthering in significant ways their
interests

in

various

reproductive

th

e

int erests

served will be "medical" interests, in the sense o

f

interests in the prevention or
they

will

be

important

serve s

peoples'

welfare

Not

all

of

cure of diseases, but in many cases

interests

distinction noted earlier: res

freedoms.

nonetheless.

To

invoke

a

earch on biological samples not only

interests

by

preventing

disease

an

d

disability, it may also serve their ulterior interests, so far as
these include a conception of whether to have children, when t

o

have

f

them, how many to have, and even perhaps what sorts o

characteristics their children will have.
Interests of researchers and c linicians. For many researchers
and clinicians the ability to do their work effectively is o

f

cent ral importance to their well-being and their very identity

.

Practicing the most scientifically informed medicine or enga
cutting

ging in

edge research is much more for such individuals than

means of satisfying their welfare interests: it is an ulterio

a
r

interest that plays a dominant role in how they live their lives.
While

these interests of researchers and clinicians in havin

g

access to biological samples may not be as morally weighty as the
soc ietal

interests in medical progress, they are nonetheles

significant. The pursuit of these interests is not only perm
(in the sense of not being wro

issible

ng), but indeed laudable, especially
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s

when compared to some goals th

at our society allows individuals to

fre ely to pursue. Consequently, any policy regarding the uses o

f

biolog ical samples that impedes the pursuit of the interests o

f

researchers and clinicians owes

them a plausible explanation

of why

the restrictions it imposes are needed.
Commercial interests. It is common, and to some exten
und erstandable,

to divorce something so lofty as the interest i

t
n

medical and scientific progress from economic interests, at least
in political rhetoric concerning health policy. However, it is

a

fact,

whic

h

is flourishing, that economic incentives play a

n

role. Biotechnology not only produces great medica

l

for individuals and for society as a whole; it als

o

and

an

biotec hnology
important
benefits

important

fact

creates wealth and provides pr

about

all

societies

in

oductive careers for many people who

are no t clinicians or researchers. These economic interests
must be weighed in the balance, and for the most part they w
favor of less restrictive acce

als o
eigh in

ss to biological sample information.

The moral obligation to preven t harm. The analysis so far has
focused on interests in an eff

ort to determine which interests are

releva nt to the justification of moral claims concerning ho
practices regarding the collec

w

tion, storage, and use of biological

samples should be structured and regulated. The strategy has been
to dig beneath familiar statements about rights and the obli

gations

that are their correlatives to identify the important interest
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s

they serve to protect. However
is not only a societal

, it is important to note that there

interest in preventing harm to persons, but

a moral obligation to prevent harm as well--and to determine th

e

relevance

l

of this moral obligation to the ethics of biologica

samples.
According to some ethical theories, the obligation to preve

nt

harm is not as fundamental or as demanding as the obligation

not to

cause harm. Such theories maintain that one is not required

to bear

as hig h a cost to prevent a harm that one does not cause as t

o

avoid causing a harm. (For example, one might be required to risk
one's own life to rescue a str

anger one has caused to be in peril,

but not required to risk one's life to save a stranger whos

e

imperilment

o

f

intuit ively plausible reasons to distinguish in this way betwee

n

the obligation to prevent harm and the obligation not to caus

e

harm. 15

one

did

not

cause).

Nevertheless, it would be

ethical view that recognized a
harm,

And

there

are

a

number

extremely difficult to defend an

fundamental obligation not to cause

but failed to acknowledge even a limited obligation t

o

prevent harm.
Moreover, many of the reasons

for holding that the obligation

to pr event harm is weaker than the obligation not to cause har

m

disap pear or at least become less weighty when we move from th

e

case of the individual to that of society. Clearly an individua

l

cannot

e

be required to prevent all harms to anyone who may b

36

harmed , if only because he lacks the resources to do so. When i

t

comes

s

to the design of institutional schemes, however, it i

possible

not only to marshall greater resources for preventin

harm, but also to target which harms are most important to p

g

revent,

to provide more efficient yet still affordable harm preventio

n

through a coordinated division of labor, and to distribute fairly
the costs of preventing them. Given that this is so, whateve

r

struct ures and regulations are developed for biological sampl

e

prac tices should take seriously the obligation to prevent harm

,

understood as a societal or collective obligation.
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Two obvious ways to honor the societal obligation to prevent
harm hav e already been discussed: As a society we can attempt t
develop protections for the various legitimate individual in
catalogued

o

terests

above, and we can facilitate the prevention of har

m

through the application of scientific knowledge in health ca

re. The

difficulty, of course, is that in some cases we can reduce t

he risk

of harm to the individual who provides the sample only throug
safeguards that will impede scientific progress, and to that

h

extent

int erfere with the use of scientific knowledge to prevent harms

,

especially those that result from disease.
However, as we have also seen, there is a third way in which
how we structure and regulate biological sample practices wil

l

affect the prevention of harm: restrictions on access to store

d

sample

o

information may make it impossible to prevent harm t

particular identifiable individuals, including the sample source.
37

For example, suppose that in order to protect the sample sourc
from possible insurance or emp
sample

e

loyment discrimination we render the

nonidentifiable. (By 'nonidentifiable' here I mean no

t

simply that the source's name is not attached to the sample, bu

t

that it is also not possible for anyone to identify the source as
an individual by any combinati

on of other characterizations of the

sample or the medical record that is

linked to the sample

17

). Later

it may turn out that the individual has a particular geneti
mutation which makes him highly susceptible to a potentially

c

lethal

can cer, but one which can be successfully treated if detecte

d

early. If the sample source cannot be identified, then those wh

o

have access to the sample will know that there is someone whos

e

life mig ht be saved if he could be identified. An opportunity t

o

prevent a very serious harm will have been lost, and perhaps lost
in ord er to reduce what may be an already relatively low risk o

f

insurance

or

th

e

opportunity

to contact relatives of the sample source who are a

t

employment

discrimination.

Furthermore,

risk for the same genetically-based disease will also be lost.

IV. The Limitations of Informed Consent
A common assumption among many participants in the debat

e

biological samples is that some version of an informe

d

consent requirement--perhaps a very detailed and complex one--i

s

the appropriate instrument for protecting the various interest

s

about

38

that could be adversely affect
storing

biological

ed by the practice of collecting and

samples,

without

excessively

constrainin

scientific research or making it too costly to pursue.
To evaluate this assumption we
lim itations

g
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must clarify the resources and

of the idea of informed consent for balancing th

conflicting interests involved

e

. And to do this we must expand upon

our earlier discussion of what informed consent is and what th

e

main purposes of obtaining informed consent are.
Elements

of

informed

consent.

Informed

consent

is

no w

generally recognized to be both a legal and moral requirement for
medica l interventions generally and for all experiments on huma
subjects that involve more tha

n

n minimal risks. We saw earlier that

"risks" here are taken to include not only potential physica

l harms

from bodily invasions, but also "psycho-social harms," especially
stigmatization,

dignatory

harms,

and

other

assaults

on

th

e

individual's sense of self-worth.
Five elements of informed consent can be distinguished: (1

)

disclosure (or relevant risks and benefits of the procedure), (2)
compete nce (on the part of the patient or subject) to make

a

decision

e

whether to accept the treatment or participate in th

research), (3) comprehension (
(4)

of the relevant risks and benefits),

ch oice (an expressed decision to accept the treatment o

participate in the experimenta

tion), and (5) voluntariness (of the

choice to accept or to participate).
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r

Cle arly, informed consent will play a role in any ethicall

y

sound system for collecting and using biological samples at least
to the extent that the require

ment of informed consent must be met

for medical treatments generally and for research (involving more
than minimal risk). The question is whether an ethically soun

d

system for collecting, storing, and using biological samples will
require additional or amplified applications of the requirement of
informed consent in order to r
catalogued

above in section

educe the risks of the various harms
II. To answer this question, we mus

first clarify the rationale for the informed consent require

t

ment in

its paradigm applications.
As

already

noted,

the

developed as a safeguard again

requirement

of

informed

consen

st very tangible harms--the sorts of
19

In

protect

s

phys ical harms that the law generally regards as batteries.
other

words,

informed

consent

first

and

foremost

individuals from nonconsensual

invasions of their bodies. Informed

consent was not originally inv

oked as a general protection against

all

can

the

various

harms

that

indirectly, from medical inter
understood

t

result,

whether

directly

o

r

ventions or from research. Even when

as also providing protection against "psycho-socia

harms," informed consent canno

t reasonably be viewed as protecting

the whole range of heterogeneo

us interests that may be affected by

l

the uses of biological samples. Moreover, as we also saw above

,

even if informed consent can serve to protect the interest i

n
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avoidi ng the dignatory harms of deception and manipulation, tha
interest might be protected in

t

stead by disclosure of the fact that

the sample will be stored and later may be used for a wide r

ange of

purp oses, without requiring either blanket or specific informe

d

consent.

m

Hence it is one thing to agree that freedom fro

nonconsensual bodily invasions and from "psycho-social harms

" is so

imp ortant that informed consent is a necessary condition for th

e

participation of human subjects in research, quite another to say
that an adequate informed consent document for biological sampl

e

practi ces must ensure the sample source full control over ever

y

choice that may be made in the future concerning the uses of th

e

sample.
Two distinct but equally important points must be emphasized
at this juncture. First, as just noted, the justification fo

r

inform ed consent focuses on some, not on all possible harms

.

Informed

l

consent is primarily a protect against nonconsensua

bodily invasions and against d

ignatory harms that can generally be

ranked under the category of treating persons disrespectfully, as
if they were mere means for the pursuit of others' ends. Second

,

these two types of harms against which informed consent is d

esigned

to protect are

ecured,

because

certain to occur if informed consent is not s

nonconsensual bodily invasions and disrespectful tr

eatment

are themselves harms, quite apart from any further harms that may
occur. Yet most of the harms catalogued above in section
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II. ar e

not certain and in many cases are in fact extremely unlikely t
occur. It is one thing to argu
and

uncontroversially

invasion

e that the prevention of the certain
bodil

y

seriou

s

on research, quite another to argue that the mer

e

and

res triction

o

serious

disrespectful

possibility of various harms,

harms

of

treatment

nonconsensual
justifies

a

some of which are not so serious and

whi ch are very unlikely to occur, provides an equally compellin

g

reason to restrict research.
Furt hermore,

it is important to emphasize that the primar

harm against which the require

y

ment of informed consent is supposed

to prote ct is a serious one for this reason: if a person is no

t

free from unwanted invasions of this body--if his body is treated
as a mere object to be dealt with as others choose--neither hi

s

life nor his liberty are secure. As reasons for restrictions o

n

scientific

research, the need to prevent nonconsensual bodil

y

invasion s and the treatment of persons as mere means, on the on

e

hand, and the "need" to protec
some

cases

highly

t against a range of possible but in

improbable

harms

of

varying

degrees

o

seriousness are simply not on

a par. This is especially true if we

are talking about possible har

ms that might occur

f

after the sample

has already been taken and hence after no risk of unwanted bodily
invasion is at issue.
Once this fundamental point is appreciated, it becomes clear
that there is a large gap between identifying various potentia
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l

harms that might result from a

system in which sample sources lose

control over what is done with their samples and making a pl

ausible

case for introducing an elaborate system designed to extend their
cont rol,

whether

through

some

system

of

specific

consen

t

requirements or in some other way.
Most importantly, an appropriate threshold of risk, a level

of

prob ability of harm high enough to warrant protective measures

,

would have to be identified and defended, and the question o

f

whether we are likely to be able to determine reliably when tha

t

threshold

t

has been met would have to be addressed. Yet withou

exception, current proposals for specific consent requirement for
various

uses of stored samples proceed as we know what tha

t

threshold is and that it would be exceeded without the protective
measures they advocate. Or, even worse, they simply assume, quite
erroneously, that the goal is to eliminate the risks entirel

y. Such

approaches simply fail to address the problem of bridging the gap
betwee n the identification of potential harms and the conclusio

n

that special arrangements are needed to safeguard against thos

e

harms.
Reduction of risks, not elimination of risks.
dwelling

for a moment on why any approach to structuring an

reg ulating
various

It is wort h
d

biological sample practices that assumes that th

e

risks identified above are to be reduced to zero i

s

radically misguided. This assumption would only make sense i
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f risk-

red uction
efforts

measures were costless. But of course they are not

;

to reduce risk are costly not only in terms of th

e

resources needed to devise them and to apply them and monito
appl ication;

r their

they also are detrimental to the various interest

that are furthered by freer access to samples (listed in sectio

s
n

III. above).
Blanket consent. One measure that has been proposed to prote

ct

against the various risks that can arise from the uses of store

d

tissue information is blanket or open-ended consent, either alone
or with a requirement of speci

fic consent for some particular uses

of the sample or for those types of research that might be r

egarded

as especially problematic. Thus, for example, it has been su

ggested

that at the time a biological sample is to be taken the potential
source must be told that at th

at time she may consent to or object

to any future research uses that may be made of the sample,

so long

as the sample is rendered nonidentifiable with the source, w

ith the

additional requirement that specific permission is to be obtained
from the source for any use of the sample in which the source'
identity could be ascertained.

The chief attraction of the blanket

consent component of such an a

rrangement is that it requires lower

admi nistrative

costs than specific consent for each future use

sinc e one informed consent process will authorize an indefinit

s

,
e

number of future uses.
Howeve r, the difference between blanket consent and what i
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s

ordinarily

understood by informed consent is so great that it i

problematic even to use the same term, 'consent', to refer t

s

o both.

As noted earlier, a key element of informed consent is disclosure
of the relevant risks and benefits of the procedure that is to be
accept ed or refused. "Relevant risks" here does not mean al

l

possible risks. In general, what counts as a relevant risk is the
risk that a reasonable person
for

would want to be apprized of, though

some types of decisions a case can be made for a mor

e

"subje ctive" standard, a requirement that the individual must b

e

informed

a

of those risks that

reasonable decision, given

she would need to know to make

her particular values. But regard

less of

whether an "objective" or a "subjective" standard of relevance is
emp loyed,
ability

the rationale for informed consent presupposes th

e

to identify a much more determinate and limited set o

f

relevant risks than is generally available in the stored bio

logical

sample setting, if we include all of the various possible an

d often

highly

improbably risks listed in section

II. as reasons fo r

restrictions on uses of stored samples.
Just as significant, the less determinate the set of potenti

al

har ms is and the more uncertain their probabilities, the les

s

likely it is that a second essential element of informed consen

t

wil l be present, namely, comprehension. Moreover, as we also sa

w

earlier, once the sample has already been taken, the primary harm
against

which

informed

consent
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provides

protection,

namely

,

nonconsensual bodily invasion, is no longer at issue.
For these reasons, it must acknowledged that blanket consent
requirements are only distantl

y related to informed consent and do

not perform the functions of i

nformed consent. The question, then,

is whether, despite this difference, blanket consent requirements
serv e any useful purpose effectively enough to warrant changin
current practices to incorporate them

g

.

It seems clear that blanket consent requirements will no

t

pro vide protection against most of the more tangible and seriou

s

harms that might occur from the uses of stored biological sa

mples--

unless it should turn out that most potential sources refuse t
give blanket consent. In that case, the blanket consent requ
would

irement

serve a protective function, but only at the cost o

thwart ing

the various important interests that are served b

scientific research which we listed in section
Recall that when a person give

of

treatment

or

f
y

III.

s ordinary informed consent she

thereby avoids a definite harm--the harm of nonconsensual bodil
invasion--and in addition, bec

o

y

ause the relevant risks and benefits

participation

have

been

disclosed

for

he

r

consideration, she is in a better position to avoid a choice that
is likely to produce other harms to her on balance. But when a

n

individual

,

gives a blanket consent to future uses of her tissue

she does not thereby avoid a harm and

her choice is not likely to

reflect a reasonable estimate of what is good for her on balance,
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simply because the information
is too indeterminate. Furtherm
is

another

source

of

she has about possible future risks
ore, as we saw in section

indeterminacy

that

can

II., there

undermine

requirement of comprehension: the individual may be uncertai

th

e

n about

his own evaluation of the events that might occur in the future.
Now it may be true that a system that includes a requirement
of bla nket consent for future uses of nonidentifiable biologica

l

samples in some sense shows more respect for individuals than one
that merely requires disclosur

e of the fact that the sample may be

used for various purposes in t

he future. But it would be hyperbole

to say tha t a system that does not include the requirement o

f

blanket consent violates anyone's "right to autonomy". For on

e

thing, not all choices warrant

the stringent protections that talk

about a right to autonomy implies; some choices are relativel

y

insi gnificant

because they are largely irrelevant to a person'

s

and values. Furthermore, as we have already seen

,

well-b eing

blanket consent may not be the
not

only way to protect the interest in

being treated disrespectfully: simply disclosing that th

e

sample will be stored and may be used for an indefinite number of
uses in the future would go a great distance toward protecti

ng this

interest.
Finally, given the fact that blanket consent is only a pal
shadow

e

of informed consent and given that it does not provid

e

sig nificant protections from the various harms it is supposed t

o
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avert, it is far from clear that the deference to individual

choice

it expresses is worth the costs. Among those costs is the ri

sk that

the genuine informed consent w

ill be devalued through confusing it

with blanket consent.
None of th is is to say that it would be impermissible t
ins titute
samples.

o

a requirement of blanket consent for future uses o

f

Rather, the point is that if such a requirement i

s

we should recognize it for what it is: a largel

y

instituted

symbolic expression of respect for individual choice and one

way of

protecting against the disrespect that would be shown by a p

ractice

that keeps sources in the dark, not a case of genuine informe
consent, not a vindication of the right to individual autono

d

my, and

almost certainly not an effective protection against the variou

s

other possible harms that might result from uses of biologica

l

samples.

V. Policy Implications
The use of existing, nonidentifiable samples. Most curren t
proposals

for

biological

sample

distinction between what shoul
and othe r protections

policy

draw

a

fundamenta

l

d be done regarding informed consent

from now on, that is, with future cases o

f

the collection, storage, and uses of biological samples, and what
should

be

spe cifically,

done

regarding

existing

Mor

e

it has been proposed that for existing samples fo

r
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stored

samples.

whi ch no identification of the source is possible, no specia

l

conditions

or restrictions should apply, beyond those alread

y

invo lved in requirements for review of research involving huma

n

subjects . The intuitive idea is that since it is not possible t

o

contact the sources to ask their permission for any specific uses
or to gain blanket consent, no special restrictions should apply.
This proposal seems quite reasonable at first blush, but it
not as uncontroversial as it m

is

ight at first appear. It will not do

to say that no special restrictions are required simply becaus

e

"ought"

s

implies "can"--that is, to cite the fact that it i

imposs ible

to

contact

the

sources

because

they

cannot

b

e

identi fied. For there are, after all, two feasible alternatives

:

procee d with whatever uses of the samples are otherwise allowe

d

under existing regulations for the protection of human subje

cts, or

do not use these samples at all . What is needed is a reason fo

r

choosing the former alternative.
Nor is it correct to assume that because the sources cannot
identified

they cannot be harmed. For as we shall see shortly

be
,

there are some interests of the sample sources that may be harmed
even if the sources are not identifiable, and there may be som
interests of others at risk as well.
The best case that can be made for allowing use of existing,
nonidentifiable samples is tha

t the balance of interests weighs in

favor of this policy. We have already seen what these conflicting
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e

interest s are, but it will be useful to emphasize those that ar

e

especially significant in this context.
Because we are assuming that the samples are not linkable to
indivi duals, some of the most important interests that speak i

n

favor of restricted access do not apply: if the individual cannot
be identified, then there is no risk of insurance or employmen

t

discr imination,

l

nor

of

stigma,

nor

of

adverse

psychologica

reactions or familial conflict. So to that extent, the case

for not

allo wing use of nonidentifiable stored samples is significantl

y

weakened.
There

are

at

least

three

interests,

however,

that

ar

e

relevant, and each adds some weight to opting for the alternative
of not allowing use of nonidentifiable samples. The first is th

e

interest that some individuals may have in avoiding uses of their
tissue that they regard as impermissible

per se (recall the

example

cited earlier: the use of cells for producing a human being

through

cloning). Simply not allowing any uses for existing nonident

ifiable

tissue would protect this interest. However, given the factor

s

cited earlier (in section

s

II.) that reduce the weight of thi

interest, and given the importance of the conflicting interest in
medi cal progress and other legitimate interests, it is doubtfu
that anything so drastic as a

l

prohibition on all uses is required.

This conclusion will be strengthened in proportion to how wel
existing regulations for the protection of human research su
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l

bjects,

combin ed

with

professional

the

force

of

public

opinion

scientifi

c

ethics, rule out at least some of the uses whic

h

individuals might find most objectionable

and

per se.

Here we come to a clear illustration of a point made at th
outset

of this investigation: it is a mistake to assume tha

protection

for the sample source's interests must be achieve

e
t
d

exclusively through protections tied specifically to the practice
of collecting samples, as if there were no other factors tha
to protect these interests (su

ch as regulations for the protection

of human subjects, the force of public opinion, and the cons
of

pr ofessional

ethics).

t serve

Approaches

to

policy

that

traints

envisio

n

ela borate and costly consent requirements at the point of sampl

e

collection look much less plausible once this point is appre

ciated.

The second interest whose weight is not diminished by the fa

ct

that the samples are not identifiable is the interest in eithe

r

benefiting

n

from the profits generated from the sample or i

expressing a preference about who if anyone ought to profit--what
was referred to above as the interest in distributive justice and
in

commercialization issues.

that

There are two reasons for concluding

this interest does not weigh significantly in favor o

f

proh ibiting the use of existing nonidentifiable stored samples

.

Firs t, it is far from clear how many people actually have

a

preference, much less a strong preference, about the distribution
of profits from products involving the use of biological samples;
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and given that the samples are not identifiable we cannot ask the
sample sources what their preferences are. But second, and mor

e

importan t, if all that exists in this regard is a preference an

d

not a property right or legitimate expectation that the sour
share in the profits, then the

ce will

interest in determining how profits

are distributed should be given very little weight.
An analogous case will make this point clearer. I may prefer
that the next winner of the New York State lottery divide th

e money

equally with me, and I may be said to have an interest in he

r doing

so to the

extent that her doing so enhance my well-being, bu

t

unle ss I have a property right in a share (as I might if we ha

d

split the cost of the ticket) or have on some other grounds

a

legitimate expectation that sh

e will share it (for example, if she

promis ed to do so), my interest does not count for much in th

e

moral scheme of things.
Similarly,

it

would

individuals presently have a

not

be

plausible

to

maintain

tha

t

legal property right in their stored

biological samples and to argue from this right to the conclusion
that they have a right to profits generated by the use of thei
samples. Nor is it plausible to say that they have a

r

moral property

right that ought to be recognized by the law. It is true tha

t

individuals

s

have a moral right to control over their bodie

(whether it is misleading to call this a property right or not is
a matter of dispute). However, in the present context that th
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e

proper acknowledgement of that moral right was either adequatel

y

ackn owledged

y

or

not,

depending

upon

whether

the

ordinar

requirement of informed consent was observed for whatever pr
was

ocedure

used to collect the tissue in the first place. (Below

consider two quite different t

I

ypes of circumstances in which their

was a failure of informed consent, and distinguish their mora

l

implications).
There is a third interest that is

not rendered irrelevant by

nonidentifiability and which raises a troubling question for what
should be done with existing nonidentifiable samples, howeve

r. This

is the interest in avoiding group-based or ascriptive-identity
based harms. The problem arise
a

sample

may

be

-

s because the ascriptive identity of

ascertainable

even

if

the

identify

of

th

e

For example, biopsied tissue might be identified as havin

g

individual is not.

come from a member of the Ashkenazi Jewish group or from a person
of African descent. Some existing members of the group may b
concerned that certain uses of

such tissue may contribute, if only

indirectly, to the reinforcement of negative stereotypes con
their group. (To reiterate one

e

cerning

of the examples noted earlier, some

African Americans are understandably concerned about the mis

uses of

data concerning members of their group by racist researchers

or the

misinterpretation

of scientific studies based on such data t

bolster racist views).
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o

Although
remember

such concerns are legitimate, it is important t

o

that there are other ways of addressing them than b

y

prohibiting
according

the use of existing samples that can be identifie
to

his torically

ascriptive

groups

(or

ascriptive

groups

d

tha

t

have been special targets of discrimination an

d

negative perceptions). Informed public opinion, the professiona

l

ethics of researchers, and criteria for sound scientific research
applied by institutional revie

w boards, can all play a significant

role in reducing the risk that uses of biological samples th
contribute

at will

to racist or ethnic stereotypes. The stronger thes

e

other safeguards are in a particular society, the less compelling
is the cas e for avoiding the risk of group-based harms by th

e

drastic step of prohibiting research on existing samples that can
be identified by ascriptive group.
Samples tainted by violations of human rights. It was note d
earlie r that the chief harms that informed consent serves t

o

prevent--unwanted

bodily invasions and disrespectful treatment-

-

already have either been averted or not, depending upo

n

whethe r informed consent was obtained for the collection of th

e

sample. If there is no reason to believe that the requirement o

f

informed

e

will

consent was

not met for the procedure by which th

existing nonidentifiable sample was collected, the best course of
action on balance is to allow access to the sample. If there i
reason to believe that informe

d consent was lacking, the matter is
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s

less cle ar. For in such a case one might argue that it would b

e

wrong to use a sample that was improperly obtained. And there can
be little doubt that at least some of the older stored samples in
various tissue archives meet this description.
Here it is important to distinguish between two differen

t

types of cases in which the informed consent requirement was no

t

met for the procedure that produced the sample. In the first

, there

was no informed consent, but there was no further wrong to th

e

source. In the second, not only was informed consent lacking, but
also the individual was seriously wronged in some other way. (T
take an extreme example for purposes of clarity, suppose the

o

source

was an unwilling human subject in cruel experiments conducted b

y

Japanese or German doctors during World War II). The argument for
not us ing the sample is much stronger in the latter case than i

n

the former.
Fortunately, most of the stored samples that currently exist
in this country do not fall into the second category. However, if
there is reason to believe that some particular stored sampl
collected

es were

as a result of serious violations of persons' right

s

beyond the possible absence of informed consent, a case might b

e

made for not allowing access to these for any purpose. (One might
argue, for example, that tissue from the victims of the Tuskeegee
Syphilis Experiment ought not be used, even for the most benig
purposes). Apart from such spe

n

cial cases, however, we may conclude

that respect for the individual's right to control over his bod
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y

does

not require a prohibition on the use of nonidentifiabl

e

existing tissue samples, even though many of those uses could not
have been anticipated at the time of collection.
To summarize: a strong case ca

n be made for the proposal that

in gen eral existing samples that are not linkable to individua

l

sources may be used for various research purposes, subject to the
usual restrictions on research with human subjects. None of th

e

intere sts that might be adversely affected by such uses, eithe

r

individually

or cumulatively, seems to weigh heavily enough t

o

the loss of so much potentially valuable information

,

warrant

except, perhaps, when the circumstances in which the samples were
taken involved violations of basic human rights other than th

e

right to informed consent. There are only two exceptions to thi

s

gene ralization:

a

the first is where ascriptive-group harms are

serious possibility because th

e source's ethnic or racial identity

can be determined despite individual nonidentifiability; the

second

is where the process that generated the sample involved a clea

r

violat ion of basic human rights. Changes in existing regulation

s

governing

institutional review board scrutiny of protocols t

o

require special scrutiny for these types of cases may be calle

d

for.
Future

samples.

Current

safeguards and restrictions th

opinion

is

divided

concernin

g

at ought to be instituted concerning

biological samples gathered in the future. Our analysis has
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already

cast some doubt on efficacy of the proposal for blanket cons

ent for

future uses. For as we saw, blanket consent, like disclosure, may
protect against the dignatory

harm of being treated in a deceptive

man ner or otherwise treated disrespectfully, but it is not clea
that it provides significant protection against many of the

r

various

other harms that might result from future uses.
The question remains, however, as to whether, instead o
blanket consent, quite specific consent for each use or type

f

of use

of th e sample should be required, at least for samples that ar

e

linkable to the individual source.
I have already argued that it
assume

that

the

is simplistic and misleading to

justification

procedures by which samples ar

for

informed

consent

for

th e

various

uses

to

e

e taken from persons' bodies applies

with anything like equal force to a requirement of informed
for

th

which

the

sample

can

be

consent
put.

Th

e

requirement of informed consent for medical treatment or research
protects

a person against two types of certain and significan

harms, the harm of bodily inva

t

sion and the dignatory harm of being

treate d as a mere means. The need to avoid these harms and th

e

certai nty that they can be prevented if the informed consen

t

requ irement is met justify the quite considerable constraint o

n

treatment

t

and research which the informed consent requiremen

poses. But it does not follow that informed consent is needed for
every use of a person's stored biological sample in the future

.

Such an "informed consent" requirement, if one can call it tha

t
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without being seriously misleading, is much more problematic than
the term suggests, given the costs that implementing it woul
inflict on the pursuit of scie

d

ntific progress and other legitimate

interests.
There is a policy alternative that steers a middle cours

e

bet ween requiring consent for each research use of stored sampl

e

indefinitely into the future, on the one hand, and a system which
gives the source no control whatsoever over future uses of he
sample, on the other. Institutional review boards could be r
by new Federal regulations to

r

equired

develop screening criteria, based on

a consideration of the taxonomy of interests developed above, t

o

identify research protocols that bear significantly on importan

t

int erests that sources may have beyond the interests in avoidin

g

nonconsensual bodily invasions

and in not being treated as a means

that the informed consent requ

irement is designed to protect. This

approach

would allow for

selective "reconsenting"

by sources ,

assuming

that it could be combined with a secure system whic

h

allowed

for authorized, confidential de-coding of encryption

s

designed to remove individual identity.
For example, given the history of racism in this country and
the special vulnerability of African Americans as revealed by the
Tuskee gee Syphilis Experiment and other instances of unethica

l

behavior by researchers and doctors toward this group, there is a
special

concern

about

group-based
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harms.

Consequently,

th

e

selective reconsenting guidelines for institutional review boards
might well require special arrangements for research protoco

ls that

raise questions about negative stereotyping, such as studies that
test hypotheses about links between genotype and intelligence o

r

geno type and criminal behavior. The attraction of the selectiv

e

reconsenting

approach is not simply that it is less costly an

d

cumber some, and thereby better serves the interest in scientifi

c

progress, but that it does so in a principled way, by reject
assumption that every interest

ing the

that might be adversely affected by

a particular use of the sample is as weighty as the interest i

n

preventing nonconsensual bodily invasion and in not being treated
as a mere means that the requirement of informed consent wa

s

designed to protect.
Such a selective reconsent req
a blanket consent requirement.

uirement might be combined with

A person would first be offered the

option of consenting to all future possible uses of the samp

le, but

then the institutional review board would scrutinize each futur
use to see whether it fell into the "special sensitivity" ca

e

tegory.

If it did, then specific consent would be required at that point.
Give n the remote resemblance that blanket consent bears t

o

informed consent and given that disclosure that the sample may be
used for a variety of purposes in the future provides protectio

n

aga inst the dignatory harms of deception and manipulation, it i

s

not obvious that the selective

reconsenting approach would need to

be supplemented with a blanket consent requirement or whethe
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r

adding a disclosure requirement to it would suffice.
Proposals for "community consent" or "community consultation ."
By a community here is meant roughly a group that is more than
"mere association"--one which figures in an individual's con

a

ception

of who she is, what she values, and what is valuable about her

.

Thus an in dividual may at the same time belong to a religiou

s

comm unity,

a

an

ethnic

community,

a

national

community,

and
20

community based on the type of career she pursues, etc.).

Some parties to the debate over the uses of biological sampl

es

have suggested that in some cases community consent or at leas

t

comm unity consultation, in addition to or instead of individua

l

consent,

may be appropriate for some or all research uses o

f

samples. Three quite different rationales for thi

s

biological

proposal must be distinguished.
The first, and more radical of

the three is that at least for

certain types of communities, the assumption of individual agency
upon

which

the

doctrine

of

informed

consent

is

erected

i

s

inapplicable or profoundly misleading. According to this view, in
some

communities

(in

particular

some

indigenous

peoples

)

individuals are so deeply embedded in the collective that to rely
exclusively on individual informed consent or perhaps to req

uire it

at all is to impose an alien value scheme that assaults the ver

y

identity

of the group. In its most extreme form, this firs

t

rationa le amounts to the claim that the group has a right t

o
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control

what happens to the bodies of its members and tha

individual

t

members are not competent to decide for themselve

s

whe ther to allow the collection of biological samples from thei

r

own persons.
The second, less radical rationale is that some individuals,
especially those in "tradition

al" societies, customarily rely upon

collective decisionmaking practices or at least upon consultation
with those who occupy certain important roles in the community or
who

are recognized representatives of the community's values

According to the second ration

.

ale, the group does not have a right

to control what is done to the individual's body, but it may b

e

import ant nonetheless to enable the individual to rely upon th

e

community, or certain representatives of the community, in making
his or her decision.

21

A third rationale for community consultation is based on the
interest in avoiding group-bas

ed harms. Like the second rationale,

and unlike the extreme version of the first, the third rational

e

does

e

not

assert that the group has a right to control th

individual member's body. Inst

ead, the idea is that where there is

a significant risk of group-based harms, the other members of the
group have a legitimate intere

st in avoiding such harms since they

will suffer them.
The first rationale ought to be rejected. Showing prope

r

respe ct for the value that community plays in the lives of man

y

peop le, indigenous and otherwise, does not require denying tha

t
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individuals are moral agents or that they have the right to

control

what is done to their bodies. If individuals of certain grou

ps wish

to allow others to decide for them, they can do so within th

e

framework

d

of law and ethics that the ordinary model of informe

consent provides: they can simply follow the guidance of the

elders

or the council, etc., or they can even in some circumstance
22

formally delegate decision making authority to them.

The second rationale can provide a plausible justification f
facilitating
cer tain
customary

or

the individual's consultation with the group (o

members

of

it).

And

e

ways in which researchers enlist subjects and secur

e

just ification

for

requiring

may

require

modifying

r

th

informed consent. However, the

this

s

second rationale does not provide a
consent

by

the

community

or

it

s

putative representatives.
Where the risk of group-based harm is substantial, the third
rationale can justify communit
partic ipation
pro tocol.

y consultation and perhaps community

in the design and implementation of a researc

Like

the

second

rationale,

it

does

not

justify

h
a

community veto on individual participation.
Althou gh
attractions,

the

second

and

third

rationale

have

thei

it is important to note that the idea of communit

r
y

consultation has several inherent drawbacks. First of all, t

here is

the problem of determining what the relevant "community" is.

In the

modern

world,

different,

most

individuals

are

o

f

sometimes overlapping communities. Even if consultin

g
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members

of

a

number

with

all the communities which contribute to the individual'

s

identity were feasible, it cannot be assumed that the distinctive
values of the various communities to which the same individua

l

belongs

e

would yield the same conclusion when applied to th

question of whether a sample may be taken, how it may be used, or
who should decide about whether or how it is to be used. Persons'
various communitarian identities are not always harmonious.
Second, there is the problem that consultation may becom

e

coercion--that once a community (or the self-styled leader of the
com munity)

is

mobilized

it

may

exert

undue

pressure

on

th

e

individual to conform. Given that individuals in almost all cases
belong

to more than one community, there seems to be only on

e

morally defensible way of determining which community, if any

,

ought to be consulted: by letting the individual herself dec

ide. No

other approach is compatible with respect for the basic rights to
freedom of association and religion that are essential to a

liberal

democratic political order. Bu

t if this is the case, then a proper

consideration for "community c

onsultation" ought to be regarded as

one possible form the process of individual informed consent ma

y

take, not as an alternative to it.
Third,
community's

it is a profound mistake to think that either

a

values or who speaks for those values can be readil

y

and uncontroversially identified. Especially in our multicultural
world where virtually no commu
influences

nity is impervious to a multitude of

from without, there is no such thing as unanimity o
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f

values within a community.
Furthe rmore,
con tests

there are ongoing and sometimes quite subtl

among members of the community to determine what th

communities

"authentic" values are and who is to be regarded a

voicing them. Because until recently outsiders have wrongly

e
e
s

assumed

that "primitive" or indigenous societies are not only homogeneous
in values but

unchanging, contests over what the group's val

ues are

have gone largely unnoticed.
Just as important, it is almost never the case that what are
blithely

called

community

decisions

are

in

fact

collectiv

e

decisi ons of all members. Instead, they are the decisions o

f

poli tical elites whose interests may diverge significantly fro

m

those whom they claim to repre

sent. To put the point most bluntly:

indigenous or "non-Western" so

cieties are frequently not only much

less homogeneous but also much

-less egalitarian in their decision-

making than what has been called "the myth of primitive harmony
suggests.
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Onc e these facts are appreciated, it becomes clear that th
ent erprise

of "community consultation" is a very complicate

matter, and not without risks. Whether these risks are worth
will

"

risk

of

group-based

harms

(rather

than

d

taking

depend largely on three factors: (1) whether there is

significant

e

a

a

mer

e

poss ibility of them); (2) whether other protections against th

e

group-based

)

harms in question are likely to be adequate, and (3

64

whether a process of consultation can be devised that is not

likely

to reinforce oppressive inequa

lities within the group or to become

an arena for political entrepr

eneurship by would-be leaders of the

group. 24
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