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AED SOCIAL, BEHAVIORAL, & EDUCATIONAL RESEARCH REVIEW
IREB NOTIFICATION OF RESEARCH REQUEST

Title of Research Activity: Focus Groups for Message and Materials Pretesting of MIAID's HIV Vaccine
Research Education Initiative

AED Project Mumber; 3727-0202
I} Key Personnel Information
AED Research Leadi Principal Irvestigartor
Mama;  Elyea Leving E-mal: _glovine@aadony
GiroupCarber;,  CHC Prona: X Ea13
[ Project Directar
Wame: A&, Comedus Baker E-mail: _chakerijmed org
Phone, K 8612
Canber Director
Mamse:  Cargl Schachlar E-mail: cschechbifliaed o9
Phoma: X 9531

i} Cortification of Human Participant Prolections Education

List all AED t=am members {e.g., co-invastigalers, dala collectons, data analysts), as wal as ary othar staff
empkoyed of lundsd by AED fo conduct the actiily (2.g., consukants]. M thers ara mors Raa e aames, attach a

sapamte sheat,

Hame of Research Taam Mamber ke i Research Activity Cinling Training Cernficals
1. Elysa Leving Pl ¥ Ondle [ Attached
2. Baonmy Hiboagood Data analyst ¥ Onfle ] Atteched
| 3. Shea Van Hom ks analysd ___ donfie [ Ateched

Al research team members must have a fraining canifcabe veritying complalion of the reguired human parsicipant
proteciong educalion madule either an file with the AED Research Ivlegnty Officar ar atlachad fa this fam

The module s availabke ankre At BEpCphEnibirsinng comisersiognphp

Il Ressarch Funding

Spurce of Funding:  + US Governmaent [ Man-US Govarameant
Mame of FurdanSpansar | Mationsd Inatilutes of Aleegy and Infectious Dissases

CantraciGrant Numbar, | G5 00F-0007M

Mama of ProgramTechrical Oficar: | Katherne Kripke, Ph.D.
Telephone: | 301-504-2512
Ermail: | knpkeki@niad nibogav
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AED SOCIAL, BEHAVIORAL, & EDUCATIONAL RESEARCH REVIEW
IRB EXEMPTION REVIEW

IV} IRE Exermption Criteria
1. The Cods of Faderal Regulaticrs sets oul a sel of silualicns whars ressarch ey be axempied fram full IRE
vk, Which of the followirg categorkas qualfes this research aclivity & eliginie for exemplion? (Chack &l
cabagoriss hal appy)

Botes Al leas one al (he Sallowing must bs chesked for IRB exameton o bs considensd

Eesparch will e canduched in established of commaonly aocepied educational sellings, imvaling nomal
O | educsiicnsl practices. For example, & wiuld inciude a comparnson of the efactiveness of bea gereraly
apoepled instrocioral Sralegies.
Reasarch wil imioive the use of edusatianal 1ests, surney procedunes, inendew procecums, o ocbaervation
of pubilic behanicr, [Exsenplion will not b grarted if the infarmation ik meorded in a manner in which the

¥ | subject can be idented, AND disclosurs weuld piace tha subject at risk of criminal or chil Iabilty or be
damaging 1o fnandal standing, employabiity, or reputation. This doss rol 8pey whane the subjects ans
children excep! whas [ reakies passive chaervation af public behavior. )

Resaarch will mvolve fhe use of sducational tesls, suriey procedures, intardaw procedures or cbeervalion
[ | of publc behavior whare subjects are elected o sppointed officials ar canddates for public ofca, {Nosa:
“Fublic Official® is not broadly defined )

Ressarch invelvas Te coliaction ar study of EXISTING data, documents, records, or spadimens if ha

0 gaunoes ane publicly available o (e ilemation s rmoorded by the investgator in such a manner that
subjncts cannct be idenkifiad direcsy or through iderfSers or codes. Mote: Even brief use of iderifer or

code deguabfies (he exemplion, )

Ragaarch andicr demonsirafien pragram & deslgred 1o study, evalusie, or examing Fedenal public benefi

= or sersice programs. [The reseanch must be sponsared by {ha programigovemmant and approved & a high

byl willin the arganizason. This is a very remos eoamption that will ransly apoly.)

0 Riesearch includes & taste and tood qualty evalualion and consumes sccaphancs siudy imaolving whilesos
foads wilhcid pddilives or with additives or chemicals balre established “safe” lavals

2 Do arr ol the &ilowing imilations o exempticns apoly Lo Wi reseanch actity T (Check all thel apply)

Mates H amy of e fellewing limiatians appdy to this ressanch scdivity 1t doas not qualify for IRE ecemplion, and il
BB review |6 required. B you have detersired (hal your research does not apply for exemplian, pleass contact the
BED Rasaarch imegrty Officer: Bl Smith af bemishBlagd arg or Clivia Marinescy a1 omanresfiaed ong or &t 202-
840748,

Resaanch peses graater than minimai sk fo pariipares

Rasearch invohees pamonal records [medical, acadermic, sta ) dinecly of indiractly b able.

Retaaich inyelves persoral recards {msdical, academic, @iz ) used withowt writhen coneanl,

Fisaarch data (quantiative of quaiilativel ane dirsolly or indireclly idenlifisbis {a.9., nduing wideotaping).
Repaarch data from participanis are used withaut written cansent.

Rizsearch invelves pamcipants not competent o provide infarned consent.

Reessarch invclvas particlpants confiresd in 8 corectianal or delenton faclity.

Feasnarch imiclves: a) rderacion with chiden (under the age of 18); B} oblaining identifiable private

information bl children through surveys af inbervisws of cthers; o of observations of childen whers the
rasaarchar is imeokeed in the aclions being absenied.

Rasearch alves pragnan women, fetuses ar baman n yitro Sorilzation.

|

O O |Oogoooo

! Minmai rsk means thal the probabiity and magnituds of harm or discomiorn anticipated in the research are not greater in
and af Ihemseines than thoss andnarily encouniensd in daily lile o durieg the parfiommancs of routine physical or paycholegeal
mxaminations or bt
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AED SOCIAL, BEHAVIORAL, & EDUCATIONAL RESEARCH REVIEW
IRB EXEMPTION REVIEW

V) Description of the Ressarch
1. Whal Is AED's role in Tis reseanch achvity (Check al that apply]

L] Rzseanch design
) Davalaping ressarch instruments andier projocols
O | Conduding dala colizcion

L] Observing the daia coliection

4 Managing andior analyzing data

¥ Raporiing ancior presentation of reseanch findings
I | it {plaase describe):

2. Proige g brisd dascription of She research, Inchuds releant backgreund informalion, msaarch abjecives, proposed
methodology, subject populalian, recuilmen] prosedunes, and consent prooess.

I . Thea Habional Institule of Allengy and Infectizus Diseases' (MIAID) Division of AIDE funds
HIW vacome ressanch. I an efar b devalop supgart for HIV vaccing research, MIAID has created tha NIAID HI'Y
viateing Ressarch Education irtiative (WHWRED fo fosier knosledgs of and suppoen fer HIV veccins resaarnch. As
part of WHYREEL ocal and national parires ran-govamranial grgantzations have committed 1o share information ard
educalionasl rrerdedales aboud HIWY veccrs resaanch. MIAID developed educational materials in 2008 16 sl kg need,
Peyasar, MAjar gvents in vaccine ressanch have octumed sinds Tan. MIAID doas not know the edent bo which these
materals remain sffsciad with [argsl sudances

fssess pommum ity walues relatie o HY veccing resaanch

Explone current HIY vaccine ressanch knowledge and altiludes

Friontize barmiers 10 HVY vaocine reseanch

Explone parcaived bersfis of participating, or supparting pardicipation in, Hl vaoatine (risk

Explaie malarals and massagns used and rescurce nesds

Bmagan pliily of cument matenals and messages; explore needs for addtional matenals andion mesasges

Froposed methodology. MIAID plars ba sandussl feemative rataanch using fomis grouns with individuals from thees
papulatiang: Aficen Americans, Hispanics, and men from all racal and ethnic groups who hae S5 with men.

# ¥ ¥ # # ®

& fotal af up io 16 groups will b= conducled, Groups wil be segmenied by raceefinidty and seasl orieniation
{Hedarcaemnal African Americans, Heermserual Hispanics, or men of sy racaisthnicly wiho havs S8 wilh miean]
Heterpsaxual Africen Amencan and Hetarosamuial Hisganie greups will be grouped by gender

Lacatians of 86 groups havs beon selected 1o reach individusis from e ihies prceily pepulations, The ciies
seleched ars Mew Yaore, BY; Miami, FL; Siarta, G4, and Daelland, CA,

Eich Iocus proup b5 expected o bast less than 120 miraies. The focus groups will consist of the following elements
A Assess current HIY vactne reaaarch knowledge and afibudes
- Idantify and priontize axisfing mythsbamans
H. Explore peeferences for maleriaks davaiopment and disssminaton
- Cumrend and prafermed sources of HIV vacone research information
- Freferned channeds for O saccing resaanch infirmaticn
C. Explora concepisfhames
D. Tesl “Be tha Ganaration” materials curnemily in use

&, drafl of tha medensbars guide is nduded in Appendo & A professional moderatar wil guide e discussion of &
Eacis groups, LU 1o s onseners from HEWVRE] and AED moy obsare s groups from behind & one-way mirmar, &
BHVREI represaniative will be availabk o anewar questions af the commietion of sadh discusson. Al fatus grougs
will b= audictapad, and transcripts wil be prepaned from the audio recordings.

| Subjapi Pogulston T respondants scughl fior this reseanch consist of up 1o 1d4d individusis. fram the priodity
3 Revised: 01252008
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AED SOCIAL, BEHAVIORAL, & EDUCATIONAL RESEARCH REVIEW
IRB EXEMPTION REVIEW

audinnces for e progranm (Advcen Amencans, Hispanics, and man ram all radal and ethnic groups wha have 5ax
with ). Cuals sampling will be used 10 select 8 sample of individuals who meet cerlain qualifications hat reflect
charachenstos typical of the gt audiancs

Becryfrmant

Recruming will e hardisd by 8 market research frm experincd wiih hess audierces, using 3 screener developad
by AED. Scresring will be conducted over the lalaphons. In soreening participants B fois groups, recnaters will
iake cara 1o ensuns tal coly individuals masting the recruitrmen crilena ane irvited fo atend the groups (a copy of
the scresning instrament is inciuded as Appandix Bl For example, individuals will be excluded from padicpation i
fhey:

= A fransgenderad

e e smphoed i e media or market research, health cara, or publiz heatth fields

s Hawe participabsd 7 8 lecus group or market ressanch sludy within e last sbe manths.

Paricipants wil recsne a 375 manabary incenthe for participetion. |7 recuits quslity 1o pariopate, theesy will b Given
the Sme and bosafon of e focus group, and recruiiens will corsem contact infommation for folew-ug,

Consant, During screening (8., on Te phane), parscipants will be informad about logistics of the focus groups,
inthadivg thad e oroups wil be audictaped. Whan participants arhie ot the focus groug Faciity, they Wil be gheem an
infermation sheet with an attachesd inforned congsent dooument (Appendia G); thay will sign e informed consent
descurnant peior 10 paricpation in the focus group. Paicipants wil keep e top sheel of the informed congen

i nt, which indudess 3 phera nurbar 5 cal for concems aboul their parlicpaiion

Dasoribe bow confderdslity will be maintained including whers data wil be shored and whao will have access. If
corAdeniiakty wil ba nol mainiained plsass explain sty you beleve confldentiality is nol necessary,

This data collection is coseced by MIH Privacy Oct Syslems of Recand (8-25-0158, "Recerds of Faricipants in
Pragrams arvl Reapordants in Sursays Used o Evaluats Programa of Ma Public Health Senvice,
HHSPHSMIHGD.® While we cannel saurs confidendality, standard measures will ba Laken b keap @5ia sacurcly
slored (sse amached AED Cuidaines), Participants will be informed that the infamation they provide will be kapl
private 1o e exterd permisted by law. The participants wil ba identified by name and work place, bul ro persanal
recards such as medical recerds, galany, oF social riaminers will be collgcied for this resaanch.

] Revized: §0/ 2502008
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AED SOCIAL, BEHAVIORAL, & EDUCATIOMAL RESEARCH REVIEW
IRE EXEMPTION REVIEW

W] Principal Investigator Assurance

Az Frincipal Investigater, | oeiy Shat 1o e best of my knowiadge:;

The infoemalion provided for on all peges B coredc and no ofher procedunes: will ba used in his proboodl, | ages i
conduct this reseanch as descrbed in the attached supporting doouments and | will requsesst and receie appeoyal
trom fhe IRE flor changes priar to mplementing changes (induding bt not imited fa changes n cooperatdng
inuestigaions, any change in procecun, of changes requesied by agency in the o of exdbarmsily kinded resaanc).
[l cpmply with |IRE and AED polisos for conducling ethcal resesnch and | will b iesporaitie fe ansusing that my
co-irne g isieiodent ressaichen(g] comply with (his probecsl. Sy onespesisd, sdvense, o olbsnwise

werie in the coune of o reesarch activity will be promplly reperied 1o the AED Fesearcn Integrity Officss.

Sigrature of AED Research Legd! Frindpal Investigaiar Date

‘Zi" C:‘;._M’f_,_._ Ji-«ﬁf-ﬂ: {Eﬂﬂf

Sigrature of Project Direcar Dale ]

Sigrature of Cerder Direcior Clerle

e —— ——————————— - ——————————————————— ]

AED Research integrity Officer: Flease indicate the AED IR axempdion reguest dedsion by chascking the
Apprepiata Do bolow. B you modify o deny e reduast, please indoate the besis for the decilan in an aRachment.

| Rmguest Anprorae s Wodiled (comments siachsd]
(L Reguest Denisd (c=wnants attached)

Tignanare of AED Rmssarch Inegiy Cmoar ' Craates

P Revised: 0472502008
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AED SOCIAL, BEHAVIORAL, & EDUCATIONAL RESEARCH REVIEW
IRE EXEMPTION REVIEW

V1) Principal Investigator Assurance

As Prirecipal Investigator, | certify il s e best of my erowledge:

The infoemsaticn provided far an all pages is Gamect and o ather procsdunas will ba used in this protosol. | agres (o
cordust this research as described in the afached supporling decurmanis and | will equest and receive approval
from the IRE for aanges priar bo implementing changes (nchsding but not limited 1o changes in cooparating
invesligalers, any change in prossdure, of changes requesied by agensy @ the casa of exinmaly funded ressanchy
I weill compdy with IRB &nd AED polickes far conducting ethical resesnch and | will be resporrsible for ensuning that my
co-invesigalorElahadant resaarcher(s) camply wilh this projacal. Any unexpecied, adverss, or atheraise sagraficani
granls i 1hi course of this research sctivify wil be pomptly reported Lo e SED Research Integrity Crifices.

Elore Lovne Ay s foy -
la

Signatura of AED Reseanch Lead! Principal Invesigatar (W1}
Signature of Project Diraciar Lain
Signabre of Center Direclor Crala

AED Besearch Imbegrity Officer: leass indcats (he AED IRB sxemptian request dedeion by checking the
aperopeiale box Balow. Hyou modify of deny this requast, please indicate the basis for ®e decison in an attachment.

Fequest Approsed
Request Appiceed a8 Modfied (pomments ailached)
(N} Figquesst Daniad (comments atisched)

L/l(\ 8| %|o8
Signabre of AED Rasea W, =
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