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Abstract

Problem: Rules for protecting human subjects, in place
federally since 1974, have focused primarily on guarding
against placing research subjects at social, physical, or
psychological risk or violating their privacy and confi-
dentiality. Nevertheless, high-risk communities are routinely
subjected to “sins of omission,” which limit access to
potentially significant research opportunities and result in
the absence of studies that could confer high degree of
community beneficence.

Purpose of Article: To describe “sins of omission” and
provide examples from the Community Networks Program
Centers (CNPC) to illustrate how community-based partici-
patory research (CBPR) can prevent them.

n the wake of acknowledged abuses of humans engaged
in biomedical experiments, the National Research Act
(Public Law 93-348) was signed into law in 1974.! This
created the National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research, whose pur-
pose was to ensure that research involving human subjects
adheres to clear ethical standards. Institutional Review Boards
(IRBs) were established to protect human subjects involved
in research.?
With the development of federal standards for the ethical
treatment of human subjects and stringent means for their
enforcement through local IRBs, confirmed instances of

research harm (including failing to fully inform human
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Key Points: CBPR is an effective antidote to sins of omission.
Activities undertaken by the CNPCs illustrate how adherence
to CBPR principles can improve research access and
outcomes.

Conclusions: By working with community members as
partners, we expand the concept of beneficence to include
“community beneficence,” thus reducing the probability of
“sins of omission.”

Keywords

Community-based participatory research, research ethics,
institutional review boards, human subjects, community
beneficence

subjects or by recklessly exposing them to danger for some
presumed higher good) are now relatively rare in biomedical
research.’ IRBs have contributed significantly toward achiev-
ing the goal of protecting individuals from harms resulting
from involvement in medical research. Rates of actual physi-
cal harm are very low and other risks, such as those due to
breaches of confidentiality, are rare.?

The traditional IRB philosophy and operational perspec-
tive grew out of a model of biomedical research that focuses
mainly on individual patients enrolled in clinical trials. Over
the past 12 to 15 years, the National Cancer Institute (NCI)
has moved logically from a nearly exclusive emphasis on an

academic institution-inspired model emphasizing clinical
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trials research toward an interdisciplinary, community part-
nership model.

The NCI-funded CNPC, through which the authors of
this article are funded, represents the latest transition toward
CBPR from academically designed and initiated clinical tri-
als research. The CBPR approach emerges from social justice
and action research traditions,*” embracing a commitment
to work in partnership with disenfranchised, underserved
populations to reduce disparities. In the context of the CNPCs,
this entails operationalizing its nine principles ranging from
recognizing the community as a unit of identity to commit-
ting to long-term processes of sustainability.** In addition to
expanding the NCI research agenda and approach, CBPR has
important implications for the protection of human subjects
and, more important, considering how research can benefit
high-risk, underserved members of our society and the com-
munities in which they live.

Our stakeholders from racial, ethnic, and socioeconomic
groups that experience disparities have voiced ethical con-
cerns about disease prevention, treatment, racism, medical
mistrust, and end-of-life decisions that reflect racial, ethnic,
and socioeconomic disparities as well as a variety of social
barriers to conducting meaningful research. Similar ethical
concerns have been voiced at the researcher-community
interface nationally.’*""* These concerns compel us to address
issues from a public health justice perspective; that is, risks
and benefits relating to entire high-risk communities rather
than only individual study participants. Although the focus on
the negative consequences of traditional biomedical research
is laudable, it falls far short of what CNPC investigators see as
an extended responsibility to our constituencies. This expands
the concept of beneficence, one of the pillars of current ethical
criteria, to include “community beneficence,” which recog-
nizes the rights of communities to engage in active, informed
decision making regarding participating in research that may
result in reductions of the health disparities they experience.

When we fail to identify and seize opportunities to
reduce cancer-related health disparities, including factors
that increase the risk of other diseases, we commit “sins of
omission,” which result in the absence of studies that could
confer a high degree of community beneficence, but are rarely
done because they are not “required.” These “sins” encompass

failing to expand understanding of the underlying causes of
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health inequities, limiting access to research opportunities,
failing to intervene meaningfully to reduce community
health inequities based on current knowledge, or passively
supporting traditional power imbalances between community
partners and researchers that inhibit social advances in health
equity. Although direct harm to individuals is now rare, “sins
of omission” are, in all likelihood, very common. A poorly
understood perceptual gap exists among researchers, other
stakeholders, and our disparate communities regarding the
interpretation and moral balance between these “sins of omis-
sion” and the probability of research harm to individuals in
biomedical research. This perceptual gap, in turn, may affect
participation in research, including intervention trials and
the collection of biological specimens from research subjects.

Despite the stated objective that IRBs should take into
account the potential benefits of research to address the
causes and consequences of health problems, disability, and
premature death (in keeping with the norms of “community
beneficence”), we believe that their primary objective is to
prevent research harm. Although the potential benefits that
members of vulnerable populations may derive from CBPR
are real, the criteria for evaluating community beneficence
are rather abstract and vague. Unlike assessing deleterious
effects across studies that receive IRB approval, for which
there is both a discernible “numerator” that can be measured
(i.e., adverse effects) and a well-defined “denominator” (the
total of human subjects recruited into a defined number of
protocols) that allow for relatively straightforward computa-
tion of “adverse effect” rates, there are no corollary parameters
against which we can assess community-level beneficence. It
is, therefore, understandable that IRB committees focus on
reducing risk, with its straightforward measure of effective-
ness, rather than addressing “sins of omission.”

Recognition of the problem of “sins of omission” is not
new. It was first mentioned in a 1983 article'* in which it is
stated that “research ethics in a ‘value-free’ science . . . has
made researchers value-blind, insufficiently able to foresee
possible negative consequences of what they do, but very
able to design strategies to agree to structures that protect
them;” and by “concentrating so much on top leads to . ..
demobilizing the rest, turning them into clients.” Hence,
“researchers will . . . be tempted into sins of omission - not to

pursue constructive knowledge, and not to pursue unpleasant
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truths, not because they want this, but because the structure
leads them in that direction.” Our purpose in this article is to
examine the ways in which CBPR enhances the assessment of
whether the possible risks to human subjects are reasonable

in relation to the anticipated benefits.

WEIGHING COMMUNITY BENEFITS IN RELATION TO RISKS

As has been the case for many decades, the primary cur-
rent focus of IRBs is to protect human subjects by guarding
against potential risks associated with their participation in
research studies. Researchers are required to identify the
potential risks and specify in detail the safeguards to protect
subjects from those risks. Safeguards of this kind include
medical consultation and individual counseling. Although
vigilance in protection of individuals is, of course, very impor-
tant, there is the danger of not approving research projects
that, in fact, may benefit the larger community, including the
high-risk communities from which some individual research
subjects are drawn. The CNPC-associated communities
tend to be both at high risk of disease and generally more
likely not to participate in research. A cadre of individuals
committed to CBPR is highly likely to propose, design, and
implement studies that could benefit the wider community
by, for example, reducing cancer-related health disparities
related to social inequities and environmental injustices. It
is well-documented, however, that CBPR is relatively time
consuming and difficult.’*""” So, in the absence of this com-
mitment to CBPR, these studies would simply never be done.
Itis important that the IRBs take community beneficence, and
the level of deep commitment it implies, into account when
making decisions to approve studies

Although the potential benefits to the community may
be real, the criteria for evaluating community beneficence
are more abstract and vague. Indeed, risk (physical, mental,
emotional, and legal) is defined almost exclusively in terms of
the individual. There is no comparable detailed consideration
of risk to the wider community. Without a more detailed con-
sideration of community beneficence and risk, it is not possible
to conduct a sophisticated and balanced assessment of relative

benefits and costs to individuals and the wider community.

(BPR PRINCIPLES AND THEIR OPERATIONALIZATION
Although definitions may vary, it is widely agreed that there

Hébert et al.

are nine principles involved in operationalizing of CBPR®*:

1. Recognize the community as a unit of identity.

2. Build on the strengths and resources within the
community.

3. Facilitate a collaborative, equitable partnership in all
research phases through an empowering and power
sharing process that attends to social inequalities.

4. Foster co-learning and capacity building among all
partners.

5. Integrate and achieve a balance between data gen-
eration and intervention for the mutual benefit of all

partners.

6. Focus on the local relevance of public health problems
and on ecological perspectives that attend to multiple
determinants of health.

7. Involve systems development in a cyclical and iterative
process.

8. Disseminate results to all partners and involve them in
the wider dissemination of results.

9. Involve a long-term process and commitment to
sustainability.

Examples of how these were operationalized in our five
CNPC are presented in Table 1.

SUMMARY OF MAJOR POINTS

IRBs need to continue being diligent in protecting research
participants from possible harm. Still, we also are obliged to
take seriously the ethical implications resulting from not con-
ducting research in disparate communities, namely, “sins of
omission.” We believe that CBPR can serve as a resource for
the development and evaluation of new guidelines for com-
munity risk and beneficence. These guidelines, in turn, will
contribute to more sophisticated and balanced assessments
of the relative benefits and costs to individuals and the wider
community in which they live that may be associated with
specific research proposals.

Future guidelines should be based on the nine principles
of CBPR. Table 1 provides examples illustrating the kinds of
things that reviewers might want to consider when evaluat-
ing adherence to these principles. When the USC team pro-
posed its first community-guided diet and physical activity
intervention trials more than 10 years ago, it was virtually

impossible to obtain approval from IRBs accustomed to

Avoiding Sins of Omission



*SI9)UR) WRIZ01 SYIOMIIN AJTunao)) YN <Tres) uorneonpa yoInyd ‘147 apieasar A1ojedonied paseq-Arunurwod YJg) uoneziuesio paseq-Aunuurod ‘0g)) preoq AI0SIAPe ATunururod ‘qyo

SONUJU0I 21qv]

*funuwuod

URIPU] UBDLISWY I} UIOL)
SISQUISW Wea} YJgD
U1 "$24030u40.4d uTRI],

*SATYIATIOR DIAIIS pue
[0Ieasa1 Jsn(pe A[[enuruod
0} suor3a1 yjoq ur SIoqUISUI
Ayrunurwoo pageSuo

PUE STVD M JIOM

"s309foxd

Jo[tey pue 9533 Joyid ‘urdaq
0} S[DUN0D [eqLy y3noiy)
YI0M “(sounyet) saiojouioid
urer) pue Ajuapr 0} S19ped]
Amunuwod yim yIo

‘sesuey|
1SEQY}IOU UT SUOT)BAIISII
UO SUBIPU] UBDLIdWIY pue

*SIOQUISTI
Suoure Ly1anoe edrsdyd
3SBAIOUI 0} {9AOIN S 39T
Sursn uo pauren pue ‘dnoid
[B100S/Y2INTYD JPUE[S]
dye  pes Ul payluapt
a1om suordureyp wrerdoig

s SHOp®

SunoA 1opuesy ogIe
Suowre £)159qo pue Ajanoe
Teatsdyd jo Apmys YagD e 4q
PIULIOJUT SeM {9AOJA] S 39T

*$3JB)S PAITU() [eIUIUNIUOD
3} UO SIOPUE[S] D]

10J $301N0SAI AJTUNUITIOD
pue fexmmd Lrewtid oy
astrdwoo ety sdnois [eros
PUE S3YLINTYD I9PUR[S]
oye( s3eSre) werdoxd oy,

“OdND TYdVONIM
93 10J pe3] JOD 23 St
$aA19s Jerp) Jyorduou e 4q

‘BuruaaIds 19oued Jsealq
Suneyioey ur ojox jueyroduur
ue Aeyd ued ‘s1odaayyared
JO 9]0 [RUOTIPEI) IO} UT
‘UIW UBYSJY Jer) pauTed]
OS[e I3} [OILISAI A} JO
SIOQUISTY "USWOM URYSFY
Suowre 100Ued UBLIEAO PUE
15BIq JO SALI0}STY AJrurey
Jo 2oudresdrd ySiy ot jo
PpoUIRS UILd) [DILIST A}
PUE SIOQUIAW AJTUNTIWO))

*sjo3pnq UMO J197}

aaey s1ouIed Ajrunwwod Ay,
*s102(01d yoeanno pue £pnjs
jorid yoreasas jo yuawdoadp
at ur ofo1 Jueyroduwr £104

© pafe[d aAey s22)3TIITIOD
A30S1ApE AyTUnurtro)

gz’ SOINOSAT AJTUNUIWIOD pue
remunds uo spynq wexSod
oeq “Lunwwod ueydyy oy
10 9231d 12)U2d B I8 SOGD
ueySyy ‘A[Te[IuIS "90IM0SaI
1A pue enyiaids e st

ISHYD UL poY Jo ya1myd oy,

segz ArunuImod
URDLISUWIY-UBDLIY 3Y) U
NSST U S I19DUED [£)010[0D

o'SSTIS 0}
uornje[ax ur £y1anoe TeorsAyd pue
121p Jnoqe paured] syueSarduon)
"aseyd UOTJRUTWIASSIP A1)

UT Pasn MOU dIe Jer]) SIS
[qen[eA paure)qo SI2qUIAW
14D ‘s1omaed qre jo yred o) uo
Surures] pue Suryoea) paxmbaz
TeLn) uonuaAId T a1 SuTudIsa(y

*SIDQUIDW [ D)
SB JATS 0) SIOQUIAUIL YOINYD

Suniry ur payeurwrnd Iy ‘s1ouyred
SIWIPEIE PUE ATUNTIUOD JO
wed) e Aq paudisap sem yorym
‘uonuaAIIUI A31AT30R [eo1sAYd
pue jo1p o Sunuswordwr pue
Sururyar payrejus 303(0xd sty

ye-ze2 B19 SIYSLI [IAID 3] JO $)001
snordrjex dosp 9y} WoIj SPUIXd
‘wmy ut Jey) yedy [eorsAyd pue
[emunds usamIaq UOTOIUU0D
Y $9ZIUS0221 Jef) JUSWIAOUT
Surpuedxa Aprder e jo yyduans
a1y ojur padde) 110y9 Styy,

¢’ IUBPUDYIE YINTD
Y31y 4104 Inq 4 ,‘TeAIAINS T00d

HmnomJN.@DEhOw

u22q sey yIomjau 1oad uoneSaeu
Y "SUOISSIs UOEINP3 SUIMUnUod

pue s3ururer) a1njny 10§ £noey
se wrexdoxd oty 03 pawnyax

pue sanpuadwod §T Ul S[H[s
poured saaurel [, -asntadxa pue
Sururen Surpraoid wrerdoxd atp
10] fnoey ouoq o01d se paAIas
ap1maje)s s1opiaoxd ared 1aoue)

1 swexdoxd

pUE WN[NOLLIND UoneSiAeu
1Ioy-gy € Jo uonejuawadur
pue Gumnsa) udIsap o ur
paredonaed siopraoxd pue
‘sT[10M YPRAINO ‘s19310ddns

Aqrurey ‘syusnyed uerremer] oALEN

Le0c1z WIRISAS 9180

190U ursnyuod pue xa[dwod oy

Jo s1a3em ySnou oy SuneSiaeu
103 Joydejour e se (3urjediaeu)
2]2/0,01 JO UOT)IPRI) UBIIEMBE]
a1 pue (1ayjoue suo Surdpy)
DNY0Y JO IN[eA UBIIEMEH UO
J[INQ UONUAISIUT pue Jururen
uonediaeu yuanyed 1ooued Ay,

1)
0] $S90JB PAJIWI| PUE [BAIAINS

‘s1oupred qre Suoure
Surpning Lyedes pue
Sururear-0o 191507

“saniTenbaur

[B100S 0) SpuUa}IeE Jery)
ss9001d Jurreys-romod
pue Sutramodurs

ue ydnoxp saseyd
(0IeISII [[E UI
dryszomzred sjqeymba
QATBIOQR[[0D IR

Arunwurod
31} JO SDINOSAI pUE
syiSuans uo prmng

Anuapr

132ue) f}lunwwo) sesuey

pue yoseasay ‘ssaualemy
19xue) 10) yiomiaN Japuejs|
ue buinea :LYYINIM

13>ue) bupnpay 10) weiboiyd
y1omiaN K1uno) epawejy

13>ue) eUIj0IR) YINOS

uejiemey aAllRN—a|eH 1],

y21easay )dN) ul sajdiuiid Y49) buizijeuonesadg jo sajdwexy °| 3jqey

SESURY JSOMYINOS JO SUMO) papeayreads sem urerdord paynuapr juountedoq  pue DUIPIOUT JdUED YT ALY 100ued 100d OARY SIOPUR[S]  JO JTUN SB A)IUNUITIIOD
ur sounje SuIamp [ermy {9A0A 39T S.LIVONIM resy Luno) epawrery  ‘dnoid e se ‘suedLOWy URILYY oyIDBJ PUE UBTTEMEH JATIEN o azruooay
Yiomiap sanuiedsiq burutes) sanuedsig yiomiaN funwwo) sanuedsiq NI0MIBN J9dUR) a|dpung

Special Issue 2015 « vol 9

Progress in Community Health Partnerships: Research, Education, and Action



*$19Jud)) Wesdo1d SYIOMIDN ATunwuro)) OIND <Uea) Uoreonpa Yoy 147 yoreasar L1ojedonred paseq-Aunuwod YJq) Uoneziuedio paseq-Arunurod ‘0go) preoq A10Smape Arunuruod ‘qyo)

SINUIU0I 2]qv]

'sa4010ut0.4d pafedus

M yrom SuroSuo ‘srounod
[eqrn 03 syrodar wirzayuT
“yrunurwon yoes woiy
SV M YIOM dATIRIRN]

'spaau Jurduer opim ssaIppe
0} (swrexdoxd jreyspesyy
Q1[NSU0)) UBITXI
SaUOINYD [€20]) SIP[OY3NEIS
Aoy 19130 pue s1opraoxd

10U £)aJes [e20] YILM IO

“yoIeasa apisSuoe

(SIOTATS 183 122IIP PUE SITe]
qreay Aprewrtid) sanianoe
DTATS JATSUIXD JONPUO))

“UOTJRUTIIASSIP
a[eds Jo81e] 10§ STRUIQIM
Suryouney a10Joq uonEN[EAD
pue uonejuawadur
unsajord pue Juswdopadp
S[ELIQJRUT ‘MATADI BJEP 10J
sasetyd papn[OUI UOHUIATU]

'saprjod pue syroddns
[euonjeziue3Io I01ARYRq
[enprarpur ur saSueyd 10§
PAJEN[EAD SEM [IAOTN ST

‘suoneziuesio

I9PUR[S] OYIdEJ JO SATATIOR
[eros SutoSuo ojur Ay1AT)oe
TeorsAyd ayexSajur 0y

posn Suraq ST {9AOIN S 39T

‘swexdoxd yoeanno

1mo se [[om se sydafoxd

jorid pue yoreasar urewr
SYIYIOq UT PIAJOAUT A[2ATIOR
U23q JABY] SIPIUIOD
£I0S1ApE AyTUnurroy)

‘o
ueySyy 105 werdoxd yesy
[[EI2A0 UE JO JUIUIYSI[QEIS

a1 0 paf sey wexdoxd
I190Ue) JsBAIq URYSJY Y],

*SIOTAISS U)[ES] BPIUIE[Y
y3dnoxy papraoxd Lyrunwurod
TOPIM 1)) UT 19dUED

[e30210]02 10§ surerdoxd
T[EAY JO JUIUWAUTAT

a1) 0) pay aaey wrerdord
OBAIINO I JO SINSAY

-20uasa1d qom pue
sSunoowr ur pajroddns sem gyD
pUe DY) Y} UdIMIaq N[e}-SS0I))

"309(01d ypreasax ayyy 10y Ao[08
Ppaysiqelss gy e 4q pawnsse
197e] Yse) & ‘uonejudwdur
pue JuswauyaI Apn3s Jo
ssa001d oy ueSoq dnoin
£10s1APY AyTunurwo?) ayf,

Y[SLI 9SBASIP 2SBAIOUT
PINOd et} SOUIIAYIP o1jouag
oyads-20e1 J0UTW JO 3[01 A}
pue ‘uonnyod [eJUIUIUOIIATD
oonsn( [erdos Juawrdooadp
OTWOU0Dd SIPNYOUT JeT]} SNI0J
I9peOIq © 10J ISP © Passaidxd
skem[e Ayrunurwod oy sa0107d
[BIOTARYDQ PAIR[I-TI[eY
[enprarpur as01duir 0 sem

[0S djerpaurtt 21 YSnoyIy

L¢ Tel1} 3} 0) UONULIAI

pue juouniminai juedonred

JO S3)e1 Y1 UT Paj[nsaI pue
Q0U201aUdq AJIUNWIO0D INSUD
0} sdjoy 2014198 Ajrunurtod
pue 10311 d130[0poToUT

10§ 1IS3p [ENP Y,

2 Juawdojoaap pue

[0IL3SIT UOTJESIAR UI PIAJOAUT 9q
0} anunuod s1apraoid asay) pue
‘SIOPUR[S] OYIOBJ PUE SUBTTEMEE]
aAneN Surazds s1opraoxd woiy
UOTIOE 0) [[ed 0) dsuodsar ur
padofoaap a1om uonyejuata[duur
pue ‘43o[opoyjour

wnnorLmd Suturery,

see0c ANOIS pareSiaeu

ot ut Apuedyrudis pasordur
aouadred1d Sutuaa1ds 190Ued
TeO[OJAl UO [BLI} PI[0I}U0D
POZIWIOPUEI € U] 918D 130U.d
Ajowur) 0 $$920€ JTWI] 1B} SIALLIEq
ssaIppe s10jediaeN ‘sSur)as
fyrunurtwod pue [ed1UI Y Y10q
ur uonediaeu yuaned 10ued 0)
jueada1 pasoid sey Sururer],

1e0c Suontsod uoneSiaeu jusryed
I20UBD PAYSI[qe)sa dAey s[eydsoy
PUE SIQUD YI[eay AJIunwuo)
“UoneINPa JUINUTIU0D PIULIOJUT
sey] s10jeS1aeu SunIOM pue
S9UTeI) JO AJAINS [ENUUE UY
‘JuauaAoxdwr pue jusunsn(pe
weiSoid 10§ eyep papraoid aaey
SKQAINS UOT)ORJSTIES JULIE]

'ssa001d

QATJRIDN PUE [eII[DAD
® ur juowrdopadp
SWIA)SAS JAJOAU]

“YI[eaY JO SIUBUTULIANP
sdnnuw 03 puajje jeyy
saAnydadsiad [eardojooo

uo pue swayqoid yresy

oriqnd Jo oueAdRI
[B20] Y} UO SND0]

‘s1ouyred

[T® Jo Jyauaq [emynur
31} 10J UOTJUIAIUI
pue uoneraudsd eyep
U9MJ2q dUE[Rq B
24910 pue djerdajuy

yiomiaN sanuedsiq
193ue) AJlUnwwo) sesuey

burures)
pue ydJeasay ‘ssauaiemy
13)ue) 104 YI0M)N J3pUE|s|
ue buiaeap :14YINIM

sanuedsiq
13>ue) bupnpay 10j weiboiyd
y1omiaN K1uno) epawe|y

yiomiaN Ayunwuwo) sanuiedsiq
13>ue) euijoie) yinos

panuijuos *| O_QM._.

YI0MI3N JdUR)
uelleMe dAIIEN—3|eH 1w],

9|dpuud

ission

Avoiding Sins of Om

Hébert et al.



"SI9)UR)) WeIZ01d SIOMIN AJrunwao)) )N <Tres) uorneonpa yoInyd ‘1) qpireasar A1ojedonred paseq-Arunurwod YJg) uoneziuesio paseq-Arunuumrod ‘0g) pIreoq AI0SIAPe ATunuruod ‘qy)

*SUOTJRAIISAI
uo A12A19p wrerdoxd
)[eay panunuod jroddns
03 20ed ur syuowLIdy
*SITeJ (I[eaY panunuod

y10ddns 0y wresdoxd pnjvg

ap svjjuviua A ySnoIy)
paurejqo Surpunj MaN

“UOTJRUTWASSIP

U PIA[OAUT SIDYUD [J[EIY

[BqLI} PUE $2.4070U404]
‘paronpuod pue pauue[d

SWITLIOJ JdIeasalI .\SMQBEEOU

‘udisop paseq
-fyrunurrod reyuswodxd
-1senb e Sursn joAOIN S 39T

3Jen[eAd 0} papIwIqns
29q sey fesodoxd y

‘uoj3uryse \\

pue yey ur saanejuasardor
[euonjezruesIo o) Iy

[00} [2AOTN] S 33T 33
P2JRUTLIASSIP SIEUIQIOM OM],

*funuwuod

uey3yy oY) 9AISS 0] pauTen)
U22q 2ARY S10)eSIARU [)[EIY
LTunuruod pue SII0M
reay Ae[ ‘wonippe uj sdjod
PAYTIUIPT JO [BAOWII IpIA0Id
0} [endsopy pueqysry pue
SIAISG UJ[EIH BPIWEY
ySnoxyy Lypeded Lrunururod
J0 3UL12)50] 2} PIAJOAUI Sy
309(01d yoranNO [39210[0D)

"20udIpNE [2qO[3 ©

Surstwoad vorsiasp) ueySyy
UO PIJRUTWASSIP 3q [[IM YOTyM
9o9fo1d weySyy 105 padoasap
Suraq axe soapry “swerdord
uonjowroxd Suruaaids aty) jo
UOTJRUTWASSIP ) U J[01
aAnoe ue Aefd suonjezruedio
Lunwwod ueySyy pue

1SLYD Ur PoD) Jo YY) YT,

"UOTJUDAIIUT
Kyanoe TeorsAyd pue jo1p o)
Jo aseyd uonejuawsydur

PUB UOTJBUTWISSIP ) 10]
Ay1s19A1UN 1) 0] T0)0RIIUOOQNS
® S suonouny pue ‘gejs pred
1INoJ sey ‘ATunturwod ay) 10§
9010A [RULIO] © SE S)O. Je])
pawwioy sem OgD (€)210S V

eoH Ut

Iedsay uonejudwd] pue
uoneUIwAssI( S50~ 1-4Vd
“YI[ESH JO SIMISU] [UOTIEN
o) £q papuny sem jet)) juerd
(10%) uonejuswadur pue
uoneurmIassIp juanbasqns

© SUnIIM UT PIAJOATT
A[P1ewmur 21oM SI2QUIDW g0
s S3ALIOSTIURW A[IB[OYOS UO
SIOYINE-0D Se PIAJOAUT JTIM
SIOQUIDUI AJTUNTITWIO) pue
sSurpuy Apmys payuasard-0d
SIDqUIDW A)IUNUITrod
‘91qe[TeAR SUIRIA] SI[NSIT SB
PAIIOT[OS 2TOM SIUIUIUIO])

"2Ied 0] SSADI®
a[qeymba ajowoid oy speod
uonjediaeu juanjed 190ued oymads
¥ sopnpur uefd 190ued a3e)s
1,Temef] ‘s1op1aoxd ared yiresy
PUE SIYIOM [DBINNO A)TUNUIUIOD
Se $qO[ JUSLIND Iy} UT S[YS
uonediaeu juanyed 1aoued Juisn
110da1 sayenpeis [fe Jo 98 pue
‘sTerdsoy 1 Teme]] UT paySI[qe)sd
u29q aaey suonisod uonedaeu
juarjed 190Ued [RULIO) /]

Yok AU} PUE S2)e)§ P
w121\ oy ut swerdoxd £q pue
Lremeq ur $a397[00 Ayrunwwod £q
pardepe uaaq sey wnnOLLIND YT,

‘suonyed1qnd G 31} JO § UT PIAJOAUT

2ToM SIOYINE-00 AJIUNUILIOY)
"SuOTIe)USaId [eUOT)eU pUE [220]
0 < PUE g SUODEIQN

G YSNOIY) PAIRUTIIISSIP U2aq
SBy Sowod)no aJueyd wa)ss
pue juanjed pue ‘worejstes
juarp ‘wrerSoxd Sururen
UorjeSIARU Y]} UO UOT)RULIOJU]

“AyIpqeureisns

0] JUAUTTOD
pue ssa201d w1y
-3uof e aAj0AU]

*S)[nsax
JO UOTJRUTWASSIP I9PIM
U} UT WY} JAJOAUT
pue s1oujred [re 03
$)[NSAT JRUTWISSI]

yiomiaN sanuedsiq

193ue) AJlUnwwo) sesuey

bururery
pue yrieasay ‘ssauasemy
133UR) 10} YI0MIIN Japue]s]
ue buiaeap :IHYINIM

sanuedsiqg
13>ue) bupnpay 10) weiboiyd
y1omiaN K1uno) epawe|y

yiomiaN Ayunwuwo) sanuiedsiq
13>ue) BUIj0IR) YINOS

panuijuos *| O_Qw._.

YI0MI3N JdUR)
uelleMe dAIIEN—3]eH 1w],

9|dpuud

Special Issue 2015 « vol 9

Progress in Community Health Partnerships: Research, Education, and Action



reviewing clinical trial protocols. Clinic-based IRB members
found it difficult to understand the need to accommodate
protocol changes, despite the fact that community members
expressed their desire to make these trials available and to be
allowed the opportunity to modify them as exigencies and
new opportunities arose. Difficulties in dealing with hospital-
based regulatory impediments provided a major impetus to
expand thinking to encompass direct community involve-
ment in designing and conducting research studies. Since
that time, we have had extraordinarily positive experiences
with the IRBs of record for these CBPR studies. However, IRB
members need to be educated continuously on their need to
advocate for community beneficence, as well as individual
beneficence.

The examples provided in Table 1 illustrate how effective
the CNPCs can be with respect to conducting authentic CBPR
in communities at very high risk of cancer-related health dis-
parities. As these developments occur, the corollary will be to
work with our communities to educate our respective IRBs in
considering principles of CBPR in their review of applications
to conduct biomedical research. In the process, we will acquire
a heightened awareness of the difference between meeting the
minimal standards of protecting individual human subjects
from harm and the larger imperative to avoid “sins of omis-
sion.” This also holds the promise of rectifying the pervasive
imbalance that has occurred because of well-intentioned
attempts on the part of IRBs to limit personal risk and insti-
tutional liability.

The CNPCs are committed to serving high-risk popula-
tions. The communities we serve expect us to make mate-
rial differences in improving their situation in general and
reducing cancer-related risk factors in particular. Indeed,
every grant submitted to the National Institutes of Health
requires a section on “public health relevance.” We need to
be held accountable for delivering on this promise. By being
held accountable for our ethical responsibility to partner with
communities to reduce cancer-related health disparities, we
can reduce “sins of omission.” Many practical benefits can
ensue, including much higher-than-average rates of study
recruitment'® and biospecimen collections from populations
that bear the brunt of health disparities.”” These populations
are often characterized as “hard to reach,” but our successes

demonstrate that they are rather “hardly reached” because

Hébert et al.

their knowledge and experiences are not generally valued and
included in the traditional research process.

Our ability to conduct highly relevant studies with remark-
ably high rates of recruitment, compliance, and adherence'
to protocols highlights our ability to address this imbalance
through our willingness to engage positively and meaningfully
with both the IRBs and our community partners. This is in
contrast to working with the primary aim of avoiding risk to
individual study participants. We believe that working toward
this higher ideal of service to high-risk communities would
help to remediate many of the problems that the nation is
facing in reducing health disparities.

Results obtained through the use of CBPR practices
recognize the unique strengths and perspectives of commu-
nity partners striving together to achieve social justice and
sustainability while decreasing the burden of health-related
social disparities. This research allows us to expand the
concept of beneficence to include “community beneficence”
and to illustrate how avoiding “sins of omission” leads to
profoundly better research and health outcomes. In con-
ducting this CBPR, not only have we engaged meaningfully
with our community partners, but we also have deepened
the understanding between the research team and our IRBs.
Our working relationships are now much more conducive to
designing and conducting studies that really matter—both
to our communities and to advancing the science of health
disparities. Clearly, the principles of transdisciplinary and
interdisciplinary research being promoted so heavily by the
National Institutes of Health are consistent with principles of
CBPR.* So, while we are serving our communities by being
responsive to their stated needs, we also are advancing the
science in ways that would be virtually impossible if we were
content to ignore them.

With the increased credibility of CBPR to inform and
guide study development and implementation,*'** we may be
ata point in history where we will be able to use resources to
increase the relevance of research aimed at reducing cancer-
related health disparities. In addition to focusing on the broad
issues associated with conventional reduction in research risk
and the more complicated “sins of omission,” it is necessary
to review the standard procedures used by IRB committees
to monitor research in the field and laboratory. Requested

modifications by investigators are viewed as the exception
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rather than the rule. If there is a deviation, there is, yet again,
the potential for increasing individuals’ risks from research
participation for which the IRB will be on heightened alert.
However, in CBPR, the assumption is that researchers and
community members will collaborate in the design and execu-
tion of a project. Rather than the exception, it is the norm that
projects evolve as a result of this collaboration and partner-
ship. As the prevalence of CBPR projects continues to grow,
the traditional IRB monitoring procedures may delay and
disrupt the partnership, and perhaps undermine the research,

thus increasing the possibility of another “sin of omission.”

RECOMMENDED GUIDELINES AND SAFEGUARDS FOR
COMMUNITY RISK AND BENEFICENCE

Guidelines should include that the project:

1. Addresses an issue that is identified by a diverse and
representative mix of community leaders and residents,
in collaboration with researchers, as adversely affecting
the health and well-being of the community. This can
be a documented health disparity, based on disease
incidence, stage of disease, and quality and duration
of survival. It can also be an issue or circumstance that
adversely affects access to primary prevention and qual-
ity of life (e.g., access to healthy food outlets and means
to engage in physical activity in a safe environment),
as well as other screening, diagnostic, treatment, and
rehabilitation services. This collaboration between com-
munity members and researchers should be based on a
consideration by all of the stakeholders of the commu-
nity’s resources and strengths as well as its limitations
and challenges.

2. Isbased on past and current collaboration with com-
munity members.

3. Is monitored and evaluated on a regular basis by mem-
bers of the community.

4. Includes a plan for sustaining a successful project.

Progress in Community Health Partnerships: Research, Education, and Action

Recommended Safequards

1. That the NCI convene a national conference represent-
ing all of the relevant stakeholders to consider these
issues in more detail.

2. Perhaps during, and certainly after, this conference,
design and administer a systematic survey to collect
information from IRBs, researchers, and community
stakeholders on their thoughts and experiences regard-
ing human subject procedures to better understand the

causes and consequences of “sins of omission.”

Itisimportant to emphasize that we are not recommending
that all research approaches be transformed to CBPR. Rather,
we contend that CBPR principles and guidelines can lead to a
more informed, sophisticated, and balanced consideration by
IRBs of whether individual risks are reasonable in relation to

anticipated risks and benefits to the wider community.
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