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analyses of research, For instance, in 1979 the National Commission
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for the Protection of Human Subjects of Biomedical and Behavioral Research

specified in the Belmont Report the need to consider the principle of justice as
well as the principles of respect for persons and beneficence.” The National
Commission found two sense

of justice to be important:

efits of research and bear its burdens?
e ’in the sen

se (?f “fairness in distribution” or

dise “m{*d without g%é reason or when some bur

21 zz:ltw Another way of conceiving the principle of justice
:quals ought to be treated equally. (p. 23194)

In the context of re imission inveked th

i : principle
of justice in determining the fair

sel ~fi“,ﬁ<31’3 Qf subjects. That selection was
z:&;;ii:‘%;eﬁt%&{ d at the individual and societal levels:

idual justice in the se
researchers exh

ion of subjects would require that
ibit fairness: thus they should not offer potentially ben-
eficial research only to some patients who are in their favor or select
only “w ‘;demmme” persons for risky research. Social justice requires

that gi,;. ion be drawn between classes of subjects that ought, and

ought not, to participate in any particular kind of research, hased on
the abi

5

lity of members of that class to bear burdens and on the appro-
priateness of placing further burdens on already burdened persons.
(p. 23196)"

o,

Holding that view of justice, the National Commission characterized certain

populations (“racial minoritie

s, the economically disadvantaged, the very sick,
and the institutionalized”) as “vulnerable,” thereby requi
tion (p. 23197).” The dominant interpre
Cormmni by

ring special protec-
ation of justice used by the National

sion, as well as by many others wrestling with issues related to re-
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search with human subj

s at that time, emphasized approaches that would

g included in res

arch,
has long been an important part of re-

its inte *}*w’“m?;m, (gmi weompanying applications continue fo

ple, it “ﬁx now not uncommon for patients to desire access to
1 to dem

faxf(t)}vsx Fm: X
and access to research.’3¢ Here, jus-
tice is viewed ag %ﬁ ness in access rather than protection from risk, As such,
ifﬂez'tt need to be considerations that go well beyond simply obtaining con-
sent to the risk
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s and burdens of that re‘:s)@ar{:h: they must include creating
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The chapters in this volume offer an opportunity for in-depth examination
of the concept of justice in research. At times, that requires making im-
aspects of justice more explicit. At other tim

e it requ Hres exair
why a particular approach to justice dominated public discourse and polic
jevelopment,

{j}m;ﬁsz?zizewim the examination, with Eric Meslin anc M?x
1ing a history of the federal policy stance towa
followed ﬂ'm:f;, am(mg othes
with human subjects,

unct zm%mgg, ?}'

y i)" a 8
at ,imc%ﬁ : and apmfmm:&
involve violations of jus-

i'n ?fi.";‘i?f:%&i’{’?l, Af’z an %me:zm,m men in the

egee Syphilis Study from

antibiotic th =5 becarme

b Chronic Di

nt was withheld even after effe

ray

spital who were

cancer cells mt}z(me their consent; and intellectually disa-

b

Sd@ ool who were delib

m to have been selected be-
cause of their relative lack of power compared to other potential, and less
vulner:

to hepatitis. In such cases res

s, the risks or burdens
ects, yer there w

arch subjects. In each of those ca

1 were borne by the s

was very little prospect
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wefit to them. Indeed, in light of such cases, it is not surprising

]
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> regulatory stance adopted pursuant to the United States’ la
National Research Act of 1974 was a protectionist one,
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Advisory Panel, the National Commisgion for the mewi n of Human

s of the Final Report of the Tusk
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Subjects invoked two primary notions of justic

gy in distribution of

reated equally.” Those notions

e fairy

burdens and %mni its, and a%qu“ Is ought to be

provided conceptual support for the largely protectionist federal policy to-

«ch. Nearly twenty years later, in response to a variety of forces

research policies began to emphasize inclusion of research

ward rege

and influences

subjects—not only in terms of actual participation in research but also in
i ch

terms of 1 n setting re 1 priotities and n mé{m g funding

he shift in emphasis toward inclusion of research subjects has

focused considerations of justice in somewhat different ways, with effects on
not only who is included in research but how research is performed, reviewed,
li | McCarthy examine those issues through the lenses

butive, comy

and overseen. Mes
nsatory, and procedural justice, and the various relevant

of dist

actors for ez:;xfi“z.
Following that historical overview are a series of chapters, each examining
how the concept of justice has been either i;wm:’ed or applied in the se-

w:;:iizm of particular groups of ; with suggestions about

WOMen, ;c,mi groups, ca tww “m‘i cot mie&nt grouns, communities, and
faed £z

¥

Al .
global pop
tially, challenging the ability 1

ap, sometimes substan-

ulations. Of course hs;w groupings over
e every relevant consider

Hon
of justice for any partcular grouping. The text's overall examination does

he full range of relevant considerations that must be given t

not capture
other important po
and LGBT

have 1

?ul;ﬁiam, such as people with disabilities, the simm,
{lesbian, gay, iaze@mzﬁ, zmd E:f;a,n,hgmdsmd personsj-—groups that
f,mxdcéd gpecial 1 h, de-

gpite thelr unigue concerns. In Mzd 311:*'3}3, the claims and uses of the con-

2 inclugion in resear

cept of justice vary across the chapters, demonstrating the complexity—and
i%‘. should rm? be terribly surprising, since such
tual work on justice, In the

tice: (1) “the

ibution.”* The remaining chapters

’J;vwﬁf %%;ez conce

inftiong for jus

airness in distr

in this volume examine and apply each or both definitions in their focus on
particular populations.

In Chapter 3, Baruch Brody and Neal Dickert examine questions of jus-
tice from the perspective of the vulnerable sick. In this context, they touch
on some competing values of justice: the social need for research, potential
niefit to subjects, and their protection from exploitation and harm. In actual

cases none of those vatues is controlling on its own. Rather, Brody and Dickert

b
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argue that a “baia, - onception of those values
f s, triust be employed.
1
rge rt aftacks and
kes, where czimiﬂai :ixm. s mmay ;_?}:eciu{ie is%:}l@imé};}.g formed con-
sent. Despite a strong moral obligation to obtain informed consent for re-
search, the competing values of access to experimental treatments that may
benefit the subject and the social need to condu arch must also be
and in so doing, highli
describing the push B‘im‘ efl
times when prognoses are po

balancing

T ption of justice accommodates t
patients iuv whom there is not an establis
need for sound scientific data so that other persons are not
: rimental treatments that have not been ade iwﬁéw tested,
t exarnine Phase I oncology :
alternative trial designs that may be more commensurate
ient-subjects than those that “mni@ y traditional designs
In a,hapm 4, Sg t Kim examines and analyzes questions
ler what criteria research participation by individuals with progressive loss
onitive function could be ethically acceptable, focusing on patients with
f‘-\izhﬁfugne disease (AD}. Kim first examines the history of research involving
human subjects with decisional impairment, focusing on the injustices ex-
pnm:ﬁ% by them, and the longstanding absence of policy directed at the
inclusion of decisionally impaired individuals in research. Until relatively re-
wzsfi}, thoge abuges wmk pi,au:cz in research that was unrelated to participan
rimary condition of cognitive impairment. Those injustices are now being
sed by ensuring that those with decisional impairment are excluded
from research when the research can instead be performed with participants
it
Kimn notes, however, that there remains an unpr
wearch on diseases, allments, and treatment rx\lwd to dedi

5
it and therefore a need to create ethically ¢

equitable) approaches for research participation |
nal impairments. He examines the merits and practical considerations
's}gfazfniﬁ&:s and intimates as surrogate decision-makers, followed by im-
licy mz‘.m},zmézmdéﬁtions; to prevent unjust exclusion of individuals
wmi impairment from research participation.
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«diman Ross and Robert Nelson, raises
llenging aspecis of justi

Chapter 5, authored by Lainie Fr
some of the ¢l

oia

children, On

oneed

ice in research involving ¢

&
o

the one hand, our intuitions may weigh on th

de of protection since chil-

dren are not able to provide meaningful informed consent to participate in

research. On the other, such a stance would prect rildren from the po-

tential benefit of research, both ag individuals and a9 4 group. Jus

case of eme cy research with adults who are not capable of é’?,iiii?}ﬂ” consent,
1 level certain children would be deprived of the possibility of

om new therapies if research is not permitted. ,;‘afigr{z{wm‘, if 1e-
fren is not conducted, children, as a a group, will subsequently
s 1o safe and eff :

wlme
, the higmry of 1

1 ought to be protec Ncl, «1,‘%{% a need for a

search with children, along
n the chapter with an
5 cs involving insti-
i?u v%w‘!)ta&: study, where subjects

Fernald School where subjec

were fed radioactive m?mew. Given cage as i:l".e*se. it is not surprising
that federal regulatory policy historically E eanied toward protection, delineating
the limited situations in which research with children wmnd be acceptable,
Considerable controversy surrounds this approach since other standards may
responsive to claims about justice that support increased access and
on of children in research. Other standards might set the level
rigk differently, such as at the E(swz‘%, of risks encountered in daily

e, the level of risk determined by individual parents to be acceptable, or

inclusi

ceptable 1

)
o

simply at W},}éizfﬁ:. er risk is assented to when a child reaches a specific age.

surrounding the d f whether it is acceptable to

e TE research in a range populations, and with a ra ange

s or therapeutic approac tclear that understanding those

thods of §w‘€=*mm ing . és critical. Bven with more recent

sents promoting the inclusion of children in research, the
k’:f:gzc,i‘nt to w%;éi.};a a‘:ﬁzzui}mz are both piven access

5

IpON SUCh an asse

gt
Lo

to, or are protec
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Chapter 6, authored by Nancy Kass and Anne Drapkin Lyerly, shifts the
us to womern. As in the case of o

women had not been inch ‘b

arch. One explanation is founded i
umption that every woman could become

notions of fe a’}iﬁ:wtztf{)f}wa 1

potentially sublecting a future child o an
=]

k :‘Z h,mn Such a stance 'z-:-,’?stm‘si; seem terribly sur

tragedy of the early 1960s in which women who had
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received thalidomide outside of ¢
nant late formations., Other ¢
for excluding women from re ";ﬁf’é’; {‘?i‘ac“i;:;f‘-; on cultural factors (s

1e clinical trial context while they v

gave birth to infants with seve

stion that male functionin

g ig the “norma E’“), lahil m conce
search sponsors related to potential E,F‘d harm, and a ke

ience and medicine.

Historical justifications aside, as in the case of children, such an exc

may affect women ag individuals and as part of a group when it com
|

ability to receive safe and effective medic

al care, Kass and Lyerly us

case examples to demonstrate a range of important considerations f;z‘ding
justice and women in research. Those

amples are ﬁm‘ ved ﬁ{;m research

i

n cardiovascular disease, HIV dise

2, and pr
mples suggest t"m ongoing need to attend to
women in research. As in the case of the '2’1_11*131”{‘?1f‘ sick and w
thig conceptual move from proteciion to acc

: iz mirrored in reg u'i itory and

ents that should continue to have an influence « vz*h, conduct of
clinical research.

policy statem

o include more women in research ha

=
£

In parallel with initiatives t
the promulgation of polic

a'n%:,uz.imzm of mer

et

to enhance the rept

cial and ethnic groups in research. Such is the focus of Chapter 7, authored by
Patricia Kﬁw %i?‘ii h considers i

sues of race and justice in research, with ¢

emiphagis on African Americans. She argues persuasively that implemen

justice in %::hat conte z’equ‘ an understanding of Af

es not only in research but also in s

eriend

ty and health care. Her ex-

amination of three reg {?; cages underscor e pervasiveness of racism

present in society—in research practices, institutions, decision-making, and

‘,‘

protections. King illuminates the legacy of degrading and exploitative exper-

imentation and res rican American community, most notably

Tuskegee Syphilis Study but algo the saga of the Hela cell line d

rom Henrleita Lacks’ cervical cancer and the more recent lead paint s
conducted by the Kennedy Krieger Ingtitute in Baltimore, She notes that the

African American community’s distrust of the

H1 "j)i‘ “s'fﬁf‘.

arch infrastructure is not

13

King, who mrﬁticipama in the drafting of the Belmont Reg

for a reexamination of the reporls articulation of distribut
ethical caleu % 18 hmgﬁs; on the

argues

ve justice. That

aiv distribution of visk. In that calculus, the
need to protect those who are deemed to be vulnerable, in i:a;
prior education, socioeconomi

ms of

cial attention, While conc about vulnerabili

tion combined with a lack of trust in the regearc
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a failure to properly address the health needs of those in racial and ethnic
groups—clearly another releve

nt concern about justice. More guid:m(:@ is
needed to attend to inherent power diffe:

rentials in the researcher-participan
relationship and to counter the prevalence of implicit rac

al biag in resear fTH,

including the tendency to re

ly on biological explanations for differences.

such as race and racism in research and attending to the

o

Examining i

important moral claims of those who face other forms of stigma and discrim-

ination make clear the need to consid

justice in regards o communities as

21

well as individuals. In Chapter 8, Katherine King and James Lavery review the

growing recognition of the roles of communities in research. The power of
communities to shape the research enterprise and address concerns related

fo justice is exemplified by HIV/AIDS activism, which contributed to acceler-

ated pathways for drug approvals and the formal en sagement of commumities
1S

in the research proc

5. On the other z*az:rzé, the lack of community engage-

meni has contributed to harms in settd wsearch with mbsm inal
gt

{“’(}%}Hs ationsg ay

t alternative

King md émw‘? prese
.Lig};«zmry research,
s an ethical m

M;{m{i res ;j}ect hﬁ}?i}?iﬁ}x the individual, 4 e, %;}ma‘c sz‘f«y}s {3‘%?'
y z‘h%m Mfsd benefits that might other

wise be overlooked, thus prompting attention to their mitigation or enhance-

community engagement can help ident

ment, as appropriate, and ullimately furthering research integrity.

In Chapter 9, Jonathan Moreno reflects on the f;ﬁﬂfiicai tensions that im-
plicate justice considerations when research includes captive and con-
&*efﬁmé pa‘;;pz.xf%:s?‘itm& ?‘37‘%3(;:%1‘5; are the paradigmatic example. Prior to the

number of clinical studies, and were

onsent 1o partic 'm‘ n in a pwemm? y coercive

nment, research ét’m?hzﬁzs prisoners p;umz kziedx
svant for
ulations ag well, s:{adaczmg other in-

are rele

The characteristics of research involving priso

with other convenient and captive
i military

personnel, and those in status relationships
Tiﬁ‘i’mii%iuif« and hierarchical authority, such as students and
Decision-makin ;; challeng

of some i

stitutionalized persons
urther compounded by the condition that pmmpmi their institution-

as profound intellectual disability or debilitating psychiatric
» stregses the contributi

on of historical perspective in his ex-
amination of justice in each of those ¢

it or captive populations. He




includes condemnation of rece Jed studies condue

fiong that qualt fy ag convendent

States in Guatemala, which spanned popula
wionalized psychie

ic patients and

-~

ot captive: prisoners, soldiers, and instit

Hansen digease patients,

convenient and captive populations
not only involve distributive justice {i.e., the fair distribution of the burdens

and the benefits of 1

Questions raised by regearch with

earch) but also implicate procedural justice, in which

the abilities of those to make decisions may be compromised due to their
circumstances. While concerns about appropriate ;}r@ie‘:x‘.;ﬁ on of such
populations are obvious and, to Moreno, rise to the '§= Lot a presumption

of protectionism, he acknowledges that justice may require research in those
sure that iwzzzwzé* accrue to them,

dations in limited circumstances to er
to individuals amd to the group as a wh@k:. As has been demonstrated

in other populations that have b

cluded wout

clinical research hittle will be known about co %ﬁom that are unique to these

e

search studies, w

SUPS,
In Chapier 10, Ruth Macklin z,%v ineates some f the vexing justice issues

associzted with global health research, including the challenges of %‘}ezi.tm ':‘z

ﬁ‘

protection and access, and risks zzzzxé benefits

;}i‘abﬁi’w of “double standards” in res
example, for a risk-benefit calculug to %‘aiﬁ"; based on the we

sméf »ziie, employing different standards for resource-pot

indugirialized countries, Using this lens, \éqs@ clin

inherentin determining whether research is just or unjust. Using three cases,

she examines whether there are there circumstances in low- and middle-in-

UL

come countries that are distinctive enough from those in industrialized ¢

tries {o justify the applications of different ethical standards in research.

The chapter also examines the coniroversial topic of postirial

responsibiliies. When products are ultimately successful, what obligations

do sponsors from industrialized countries have to the individuals and
1

communities in which the research was conducted? Perspectives uiv‘&?;i; and
critics raise competing alk—&g;atiesxz&; of ‘ngetfsmaﬁism and exploitation. Macklin

'*}1;}34&5 of when
slavish attention to pmzzﬁdtz}*zzi review requirements mandated by the United

States may unjustly fail to account for cultural differences internationally.

next focuses on procedural justice congiderations, providing

stice has been :méi might
Yast

Armed with those rich descriptions of how jus
be applied in parti ;uﬁa}' ;}@‘;mks%%czxn.?, in C
some of the cone cts of justice that seer
cation in the context of research with human subjects genera

prual aspe most releva ﬂ toits :ap;}liu

> gtarts by

i}ﬁm{}"

assessing the usefulness and applicability of p?ﬁinciyhﬁﬂ{%‘; 8
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of research ¢

tics discussed in the other chapters, and highlights aspects he
believes will be most salient for more
out the case £

reneral application. Saghai then lays
or a different and complementary approach, which is to examine

‘ c¢ igsues in health research
from both US and global perspectives. He makes the argument that this latter
move has the value of applicability to a wider range of topics to be considered

theories of justice and their applicability to justi

wv%%ms the scope of health research, from basic biomedical sciences to cline

]

, public health and health policy, research on health systems, and

social and b
meeptual scheme before ug, in Chapter 12 we

suggest how to
esearch. Such decisions need

:arch process, ranging from the

pz‘i f‘)i’ii‘ii':éi and formulation of research questions, to

T

=

the design and Lim(iiitf of research, and the dissemination and use of research

oreover, this effort must involve a wide range of participants in the
research enterprise, including re

tchers, research subjects, 1&3 mermbers,
institutional administrators, policy makers, public and private funders, and
pharmaceuntical cc

mpanies. The realization of justice in research will only be
achieved through its consideration at every point in the proc
actors.

: by all relevant

The chapters in this edition continue, we hope, to advance the discussion

of justice in research. Only through such ongoing reflection and related policy
ately add

to history or rmw‘* confronted an

action can issues be appr sed, whether they are longstanding

zfezsz,sinzf;g from advances in bio-
- i

e, technology, globalization, and «

b ER

re challenges arising in

clit-

fdhics.

A»t‘i{}{}”“@(}{},

Tt

4. Kasgs NE, Taylor I

&?%"zw;z:afnj ournal of 2«“1:13@%, Medicine,

‘ *::2,4{ 1}:3{;@&
and HIVIAIDS re

@ barriers fo equity. IRB: Fihics &
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