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IRB Adventures

In a Community-Based Environmental
Exposure Study

Julia G. Brody, PhD
NIEHS/OHRP SANC Conference, March 2012
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“A lab of our own”’

Brody et al., 2005

www.silentspring.org




Community critigue

Researchers were not focused on
science and public health

— Not asking questions about prevention; driven
by profit from new diagnosis and treatment

— Motivated by career and institutional
advancement, operating competitively and
within disciplinary boundaries

— Not sharing what they did know - disrespecting
women'’s ability to make good decisions in the
face of scientific uncertainty

Brody et al., 2005
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Research Paradigm for Prevention

Biological + Human
mechanism exposure

Strength of
evidence,

not “proof” Educate

Regulate
Reformulate

Brody 2010
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Key IRB discomforts

“Participants” are both individuals & communities
when exposures are place-based or culture-based

Environmental exposures often have uncertain
health implications and remedies may require
social action

Partnerships mean protocols are negotiated and
must be responsive

Conceptions of partnership and shared data
ownership imply sharing results

Researchers may be based outside the university
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sources

e Our 15 years experience

e NIEHS Environmental Justice
grantee meetings

e PERE Study workshop at Harvard
LaW SChOOI (Personal Exposure Report-back Ethics Study, PI Brody)
e INnterviews

- 50 participants who received results
— 25 researchers & IRB members
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Household Exposure Study
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Community Values

e Right-to-know
e Science-power to solve
ignored problems
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Participant values

“... you are entering into a
relationship...” --Sharyle Patton

BodyBurden ** — .

- Site C ents —
the pallution in people. oAl Lanlenk: al

EWGE Home == BodyBurden >> Test Results Il Mext Page: Health Effects

>> | TEST RESULTS: BODYBURDEN PROFILES >> | NexT Pace

Sharyle Patton 105 Contaminants Found
' CLIGK AMY BOX EBELOW FOR MORE INFO
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Partners: Many IRBs & none

Silent Spring Institute
Julia Brody, Ruthann Rudel

Brown University
Phil Brown

UC Berkeley

Rachel Morello-Frosch

Communities for a Better Environment
Jessica Tovar

Harvard Environmental Law Clinic
Shaun Goho

Harvard Data Privacy Lab
Latanya Sweeney
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What iIf the PI i1s outside a
university?

—Can the university see its IRB as
an opportunity for service to its
larger community?




Responsive, evolving protocol

e Community input:
“Fingerprint the olil refinery”

e Problem-solving focus

e Ongoing relationship with
participants, community partners




Changes to the protocol

e Added

— Analytes

— Qutdoor samples

— Rural comparison community
—Volunteer participants

e Developed methods to report
Individual results

e Revisited some homes
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IRB adventures

e Delays undermine community trust

e Threats to continuity — funding issues
— MDPH asked us to destroy environmental samples, data
at end of funding cycle before analysis was complete

— Brown University unwilling to cover extension of study
in which their co-I was not funded

e Threats to continuity - interpretation of consents
— Excess reliance on re-consent
e Threats to scientific independence

- MDPH
e Blocked submission of a manuscript on a novel hypothesis,
SO our team was “scooped” by others.
e Asked for prior review and editorial changes to individual

reports to participants
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Reporting personal exposures

When health effects are
uncertain

Brody 2007, AJPH
Morello-Frosch 2009, EH
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Cape Cod homes

67 EDCs

Flame retardants 10X
higher than Europe

All homes, 15 chemicals
above guidelines

Eg!mu cﬁaJuuu Some very high levels

ence&

Rudel et al., 2003, ES&T;
Rudel et al., 2008, ES&T

www.silentspring.org




California homes

Elevated House Dust and Serum
Concentrations of PBDEs in
California: Unintended
Consequences of Furniture
Flammability Standards?

Linking Exposure Assessment Science With Policy Objectives
for Environmental Justice and Breast Cancer Advocacy:

The Northern California Household Exposure Study

e Unhealthy PM2.5 in
almost 2 Richmond homes

e High vanadium, nickel
from heavy oil

e Very high flame retardants

e EDCs from
consumer products

Zota 2008 ES&T
Brody 2009, AJPH
Rudel 2010 ES&T
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Emerging contaminants:
Clinical model doesn’t fit

e Expert-driven (doctors decide) [’ BN
! &

e But medical providers SN
aren’t the experts et j

e Response isn't medical

e Drawbacks when science is uncertain

e Problems arise when knowledge advances
after the study

e Limits participants’ learning and action

e Medical practice has evolved with
more patient communication

y
i
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Human research ethics criteria

e Autonomy, respect for persons
— Right to know or not know
® Justice
— Information disparity = power disparity
® Minimize harm
— Emotional distress
— Ineffective action
- Stigma
- Expense, legal effect
® Maximize benefit
— Informed action
— Environmental health literacy
— Validate health concerns
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Report-back methods

® Individual data

- Informed consent
e Set expectations: What can the study say?
e Right to know or not know

- Written report: text, graphs, context
— Access to researcher
— Exposure reduction resources

www.silentspring.org




Report-back methods

® Aggregated data
— Peer reviewed article
— Fact sheet
— Community meetings
- News media
- Web

www.silentspring.org




Is It Safe”?

What did you find?

Improving Disclosure and Consent

How much?

“Is It Safe?": New Ethics for Reporting Personal Exposures
to Environmental Chemicals

Julin Green Brody, Ph rallc- m, PHD, Rutharn A. Rudl, M
4
!

u Cheryl A. arla Fires, .
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Is it safe?

e Where did it come =S
rom? = EE 2 e

e \What should I do? srody 2007, AsrH
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Narrative excerpt

e "We detected many chemicals in every
home in the study”

e "One of the chemicals we found in your
urine is a weed Kkiller.... If you are using a
weed killer in your yard, you could reduce
your exposure by controlling weeds
without these chemicals.”

e "We are studying this chemical
because....”

www.silentspring.org




How to read your results

100007 o
\ Each o represents one other home in the study

1000

100 = Is the sample from your home

10

X is the EPA Guideline

DEHP common uses: Plastics, inks, insect
repellant, cosmetics, rubbing alcohol, liquid soap,
detergents, lacquers, munitions, industrial lubricant.

0.1

concentration (micrograms per gram of dust)
o

0.01

0.001 Chemical abbreviation (di(2-ethylhexyl) phthalate)

[
Y
b
=

Brody et al. AJPH, 2007



Part 2: Pesticides in Urine Results Chart

O Your level There s no blue circle of we did nmot find this chemical in your sample

() Other people's levels Euch circle represents a person in the study.

mmm National average The most common level in pregnant women,

Participant number: 43
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What should | do?

Recommend precaution Clear public health or

and more research individual action
. lead, mercur
(Avoid ungrounded Y

diesel,
reassurance)

current-use
pesticides

Consumer product choices
-- (some) phthalates, BPA

Hard for individual Banned chemicals
to avoid -- chlordane
-- flame retardants
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Health effects known
Brody 2007, AJPH
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Experiences of our participants

Pollution Comes Home and Gets Personal:
Women'’s Experience of Household
Chemical Exposure*

REBECCA GASIOR ALTMAN

Brown University

RACHEL MORELLO-FROSCH
Untvarsity of Callfionia a? Bartaley Altman et al., 2008, Journal of

JULIA GREEN BRODY Health and Social Behavior
RUTHANN RUDEL ;

Silent Spring Institute

PHIL BROWN
ey I Adams et al., 2010, Journal of

Brown University Health and Social Behavior

Journal of Health and Social Behavior 2008, Vol 49 (December): 417-435

We report on interviews conducted with participants in.a novel study about envi-
ronmental chemicals in body fluids and household air and dust. Interviews reveal
how personal and collective environmental history influence the interpretation of
exposure data, and how participants fashion an emergent understanding of envi-
ronmental health problems from the articulation of science and experience. To the
illness experience literature, we contribute a framework for analyzing a new cat-
egory of embodied narratives— “exposure experience "—that examines the medi-
ating role of science, We update social scientific knowledge about social respons-
es to toxic chemicals during a period in which science alters public understand-
ing of chemical pollution. This article is among the first published accounts of par-
ticipants' responses to learning personal exposure data, research identified as
critical to environmental science and public health. Our findings raise the impor-
tance of reporting even uncertain science and underscore the value of a commu-
nity-based reporting strategy.




Interviews with participants

e Participants wanted their results
Increased trust in researchers

Pride in contributing to science and health

_earning, conceptual shifts about pollution

Reflections on illnesses, “toxic trespass”
Frustration at information gaps

e Evolving interpretations, brainstorming

e Motivation to reduce exposure

e Differences X community context
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Challenges

e Timing
e Consensus on benchmarks
e Managing overload for the participant

e Automating processes for
the researcher




What we need

e Guidance and training that
makes CBPR “"normal”

e Coverage for CBOs in

researcher roles

e Strategies that reduce re-review
and re-consent

e Empirical observation of effects
e Courage!




Special thanks to the
Brown University IRB
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