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LCLA School of Medicine

CONSENT FOR PARTICTPATION IN RESEARCEHE: Pollution-enhanced allergic
: inflammation & Phase II enzymes '

You are asked 1o participate in a research study conducted Dr. David Diaz-Sanchez
University of California, Los Angeles. This stody is sponsored by the National Institutes
of Health (NIFH) and the Environmental Protection Agency. You have been asked to
participate i this study becanse you are a person who can make responses to
polintants. Your participation jn this study is enfirely vohmiary. You should read the

> Jo p?:hnpate_ T ects at UCLA that are
if you complete all the study should last approximataly twelve weeks.

Disclosure: Your health care provider may be an imvestigator of this research profoml, amd as ap
mvestigator, = interested in both your dinicl welfare and, in the conduact of this study. Before entexing
ﬂnsmdyocmmyﬂmedmhgﬂwmﬂummyskfmamﬂophimamyuumkum
another doctor who & in no way associated with this project.  You are not mnder any obligation 1o
parbicipate m any ressarch prooject offiered by your physicien. ‘

Therpweoﬁfﬂusshldy compare the of adul children in prod

i iz to ability s and chi in ucing
natural chemicals (antioxidants) that protect against pollution.

FROCEDURES

If you volunteer to participate in this study, you will be asked 1o do the following:

1) Nasal Challenge
cavity. Each challenge will consist of between ane and five small samples (01cx,
or about three drops) of fluid applied to the nasal cavity fhirough a sprayer and
will contain soot from a diesel truck (diesel exhanst partides).

The diesel exhaost partides will be administered in small mists of fuid
containing different amounts of partides. The highest amount of particles yon
may be given is equal to two day’s average wrban exposure in Los Angeles. This
is less than you would receive from passing behind a diesel bus as it starts its
engine. There have been no reported adwverse reactions to this procedure, other
than the possible uncomfortable feeling of fluid being sprayed into your nose.

2) Nasal Lavage. Samples of nazal lavege fluid will be oblained which, involves
ﬁlﬁngﬂmlmadbmk,hn]dmgyuubmathfmashmpaindofﬁme,havingune
teaspoon of sterile salt water placed in one nostril, and then recovenng the fhuid
by repositioning your head down and catching the fluid as it exits your nose.

DATE OF PREPARATION: 05-05-04
UCLA IRB #:
EXPIRATION DATE:
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3 Ovml].()ndayl,yuuwindaanasallavageandthmbedna]‘ lenped with diecel
e:hnustparﬁdes.Nextdayyquwiﬂdnanuﬁmrmsal You will
f!lesamesdtednleaﬁ:rapﬂlmiﬂfuurweels,eight Wﬂwm
hmeyouwinbedlaﬂengedwithadiﬁeremamnuntofdimelahaustpatﬁd&

POTENTIAL RISKS AND DISCOMFORTS

Duting the nasal Javage, there is a possibility of i is fluid whi :
wate:'iastzlgutcnmamsmoﬂmrsubstam% Additi #@mmﬁ
mmlim' sosmaﬂthatthe:e:snoknownpmﬁhﬂityufanynspimtmy

exposures like the ane used on this study, if i -small.

X ! » 1L any, is very Certainly no more than
the risk from spending a few days in a like Los Angeles. may experience som

iuihﬁmn(i!:lﬁnm)hyomnm:farafe?:inm e ©

Tlmsmdyjsl}qtbm‘ngdonetnimpzuveyuurmmdiﬁmurheal&u You have the i
refuse to partigpate in this study. Your only benefit is that you many‘ml learn, hnwnshtwellh
your body makes anticxidants in response to pollutants

ANTICIPATED BENEFITS TO SOCTELY
This studymflyb_eneﬁtaodzlybyhlceaslngcurﬂndEBBndingofﬁEde!arﬁm
manayndmm,mdw}qdﬂdmmmmsusapﬁbhmpuﬂuﬁmeﬁmstﬁt

ALTERNATIVES TO PARTICIPATION
The aliernative to participation is not to parlicipate.

%;JKHE:ZSfii: FOR PARTICIPATION

ou paid 520.00 per lab visit (total of B visits). This amount will be paid whether

mbemqllfiigf:m;:r -Ioll w4 The gﬁdyaﬁunyauwﬂl
> a follow-up visit otal ent for this i

Patking vrill also be reimbursed (67/ wisit) if applicable. LA smdy:smsn.

POSSIBLE COMMERCIAL PRODUCTS
All tissue and/ ar fluid samples are important to this research study. Your sample will
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University of Califarnia or its designee. Yo will not profit inancially from such a

gfg:MA’l‘IONABUUIYDURSMLE

( chedklist below, you are asked to let us know if would like to recrive

mﬁo:_rn;ahmabuuﬂhemllsuftﬁssmdy. lhmatetwotyg-guufin[umahmh;mmay
Lgenm_alizlt’u:matimahmtwhatﬂﬁssmdyfnmld(orm:ﬂusimsof study’
2. specific information about what smdyfmmduboutyoutﬂ‘zdividn)al

vsample. ~

Yuuqlayalsod:msennt_t_nrembeanyinformaﬁm Rm&hahgmd

complicated process. Obtaining general informa Hon from a project may take years.

Even if there 1 ]

I ! hxsgmeral-i_nﬁurmaunnfmmapmjed,thaemaymthpetsoual

FINANCIAL OBLICATION
Neither you nor your insurance company will be billed for your participation in this

I?-mcmgwcmm comg.rfasamom FOR INJURY

you are injured as a direct result of research procedures not done pri your
ovmbmeﬁi;ym:wﬂlmven‘&!mmtatmm ‘The University of Cali 'ygz‘snot
provide any other form of compensation for injury.

%CYANDCONFIDENTIAH'IY =
y people who will know that you are a research subject are members of the
research team and, if appropriate your physicians and murses. No information about
you, or provided by you during the research, will be disclosed tn others without your
- : your i or if ]
nenessarymd protect i 5 ’welfam example, youarenm:rad

Whenﬂlemﬂtsofﬁlemem::hm liched or discssedd in conferen
mfum!aﬁnnwﬂlbeirmludedthatwun]dm;r::lyumidmﬁ!y. = e

Authorized ives of the National Instilnte of Allergy and Infectious Disease
(NIAID) and the Public Health Service (PHS) may need to review records of individual
subjects. As a resull, they may see your name; but they are bound by rules of
confidentialily not o reveal your identity to others. '

Your les will be ivate and a code i -
theinmm?m kept priv a will be assigned to them, known only by

DATE OF PREFARATION: 05-05-04
UCLAIRB #
EXPIRATION DATE:
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Yo pacheaton 1 e AW AL pacicipate
our participation in this research is VOLUNTARY. ¥ you choose mot to ici

that will not affect your relationship with UCLA. (or UCLA Medical Center). or your
zight to health care or other services to which you are otherwise enfifled. i you dedide

to participate, you are free to withdraw your consent and discontinue participation at

your

;ggzgqfllilﬁ;:::::::L ]!J\::ﬂg:::::?llﬂtl()!i’]!!!HEEIIElli‘?]iﬁﬁ[lli!lﬂ[l]ﬂl

mves may wi ym&omParhcﬁpamlg ing n this researnch if droumstances
arise which warrant ¢ix:m::g;.s::: If you become ill during the research, you may have to
drop out, even if you would like to continue. The investigator, Dr. Andrew Saxon, will
make the decision and let you know if # is possible for you to continue. The dedision
nmybemademmpmﬁedyun;healﬂ}andsafely,mbemmeitispaﬂafm
p]mﬂ:atpeoplewhodevelopczﬂzm&ndlﬁunsmaynotmnﬁrmelnparﬁdpam

¥f you must drop out becamse the investigator asks you to (rather than because have
derided on your own to withdraw), you will be id the appropri ajeanmuyo“m
completed procedures. P e

NEW FINDINGS

mind about continuing in the study. ]fnewin{omlatidnispmvidgdtnyon,yaur

IDENTIFICATION OF INVESTICATORS
event of a research relaled injury or if you experience an adverse i lease
contact one of the investigators listed below. If you have mueshmsp'

;:[(§IITHSF(]]?IIIESJEALIUEHE[Sil]]i]li(:]!?
oumaywithdrawyumuzsmtntanyﬁmamddimﬁnuzpmhnpahm“ ion withou
penalty. You are not waiving any legal daims, rights or remedies because of jﬂﬂﬂI:
partidpatian in this research study. If you have questions regarding your rights as a
mmgmmmame%hwmdkm%mmw
Ueberroth Building, UCLA, Bax 951694, Los Angeles, CA 90095-1694, (310) 825-8714

DATE OF PREPARATION: 020804
TCLA IRB #
EXPIRATION DATE:
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SIGNATURE OF RESEARCH SI/BJECT OR LECAL REPRESENTATIVE -
Ipawmd(ormehsmdpmc)ﬂ!eb&muaﬂmp:oddedm I have been
gmm@ogpoﬂ:imiymaskqushmsandaﬂyfmyqumﬁmshmbeenmb
gﬂwiofsmm. haveheeng:.venampyofﬁnsfomn.aswe]lasampydﬂ:e&ﬂ:jeds
BY SIGNING THIS FORM, I WILLINGLY AGREE THE
RESFARCH IT DESCRIBES. o RATE N

Narmne of Subject

Signature of Subject Daie

Name of Parent or Legal Guagdian (if applicable)

Signaiure of Parent ar Legal Guardian Date

INFORMATION ABOUT MY SAMPLE
Hmehdizbebyhd:mklmgmdhﬁﬁmﬂmmtegmybdmwhattypeoﬁnﬁumaﬂm
you want to receive. It is your respomsibility to let the investigator know if
address and/ or telephone number changes. nmmtmamfomaﬁmismﬂﬁshlforg‘s
consent form under “Identification of Investigators.”

U __ General Information about what the study found

0O ____ SpecificInformation about what the siudy found about muy sample

O ____ Idonot want any information abouat my sample
SIGNATURE OF INVESTIGATOR
I have explained the research w the subject and answered all of his/her jons. 1

believe that he/she understands the information described in this and freely
consents to participate.

Name of Investigator

Signature uf]r(vesugatur " Date (must be the same as subject’s)

DATE OF FREFPARATTON: US-05-34
UCLATEB #:
EXFPIRATION DATE:
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