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“AED

Academy for Educational Development

Institutional Review Board Protocol Review

February 10, 2010

. . Wal
From: Cory Heyman, Institutional Review Board Chan-w\
r"__"'

To: Bonny Bloodgood, AED Rescarch Lead
A. Comelius Baker. Project Director
Carol Schechter, Canter Director

Re: AFD Project #3727-0202, Message and Materials Pretesting

I have reviewed the IRD Protocol submitied for the above named project and determined it to be
exempt; expedited or full IRB review is notrequired. Based on the protocol submitted, I conclude
that the research activity poses minimal risk to participants and utilizes appropriate methods to
cnsure that the responses of the participants cannot be linked ro the data collected, cither directly or
indirectly. In addition, appropriate procedutes to ensure participant confidentiality are utilized.

Please let me know if any aspect of the research process changes to the extent that further review is
necessary. Good luck with your project!
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AED SOCIAL, BEHAVIORAL, & EDUCATIONAL RESEARCH REVIEW
IRE NOTIFICATION OF RESEARCH REQUEST

Title of Research Activity: Message and Materials Pretesting

AED Project Number: 3727-0202

I) Key Personnel Information

AED Research Lead/ Principal Investigator
Name: Bonny Bloodgood E-mail: _bblocdgoodi@aed.org

Group/Center: CHC Phone: X 8176

Project Director
Name: A. Gornelius Baker E-mail: chaker@aed.org

Phone: X &612

Center Director
Name: Carol Schechter E-mail: cschecht@aed.org

Phone: X 8931

II) Certification of Human Participant Protections Education

Listall AED team members (e.g., co-investigators, data collectors, data analysts), as well as any other staff
employed or funded by AED to conduct the activity (e.g., consultants). If there are more than ten names, attach a
separate sheet.

Name of Research Team Member Role in Research Activity Online Training Certificate
1. Elyse Leving PI Y Onfile [ Attached
2. Bonny Bloodgood Data analyst Y Onfile [] Attached
3. Shea Van Horn Data analyst J Onfile [ Attached

All research team members must have a training certificate verifying completion of the required human participant
protections education module either on file with the AED Research Integrity Officer or attached to this form.
The module is available online at: http:/phrp.nihtraining.com/users/login.php

Ill) Research Funding

Source of Funding: V US Government [J Non-US Government

Name of Funder/Sponsor: | National Institute of Allergy and Infectious Diseases

Contract/Grant Number: | GS:00F-0007M

MName of Program/Technical Officer : | Kathering Kripke, Ph.D.
Telephone: | 301-594-2512
Email: | kripkek@niaid.nih.gov

1 Revised: 01/25/2008
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AED SOCIAL, BEHAVIORAL, & EDUCATIONAL RESEARCH REVIEW
IRB EXEMPTION REVIEW

Wy m Empﬂon Criterla
The Code of Federal Regulations sets aut a set of siustions where ressarch may be exempled from Il IRB
review. Which of the following categories gualifes this research aciily as elgbls lor exemplion? (Chedk all
cabagories lhal apply)

Maoba: Af lasst ome of the folowing must be chackad for IRE exemgtion i be considened.

Research will be conductsd in sstablished or sommanly sosspled edusalicnal sallings, naking nomal
O | educational practices. Fcrnmplu. #would include 8 comparison of the elfectivenass of twe ganerally
scoepled instrustional sirabegies

Research will imoe he u&emewuumlmam. sunvey procadunes, imanvew procedures, or abservalicn

of publi: behavior, (Exeenplion will ngl be gramed ¥ the infermatan is recorded in & manmer in which the

v aubtjecl can be ideniifiad, AND disclosure would place The susject a1 sk of ciminal ar cvil labiity or be

damaging o financial standing, employabiity, or repulation, This doss nol apply where the subjects are

childran exgopt whara ilinvolvas passive absarvation of public behaviar ) B

Resgarch will invokoe the use of educational fests, suney procedures, miervies procedures. of observalion

[0 | of pubic behavior whene subjects are elected or appaiied officials or candidabes for pubibc office. (Hote:

*Publc Offcial® = not broadly cefined.) o

Research imotves the collection or study of EXISTING dats, docurments, recands, or specimans If the

[ | sources e pukiicly available ar the irdormation is recarded by the Investigator in such a mannar that
subjects cannal be ideriified :iet,uy of theeugh identifiers or codes. (Note: Evan brief use of dentfer or

code rinm.laimnt

“Fesearch andior denmanatration prugrsrn is designed fo shudy, guabuate, or examing Federal pubic benefit

O OF BBV s, (The research most be sponsored by the programigovernment and approved &l a high

lewel within th erganization This s & very narmow exemplion that will rarely apply.)

o Resaarch includes & tasle and food quakty evalmbon and consumes mmnmmm il ving whiokasome
feads wiihods aodesves ar with addives ar chemicals balow esiabished "sate™ laval

2 Do any of e follewing limitalions on saemplions apply o this ressarch activiiy? (Check il thal apply)

Hoda: M any of e following Bmitations aoply to this research aciwity it does nol qualify for IRB examplan, and full
IRE renviiw |5 racuirnd, If you have determined that your ressarch does nal apaly for exemplion, plaase contact e
AED Resaarch Imtegrity Officer; Gory Heyman or Ahlam Ghadry.

Fasearch poees greal.ef than minime Aak o parcipants’,

f irrvatoas personal resards (Macal, acanemic, eio drectly or indinecly identi

Resaarch invohoes persenal records [medical, academic, eto ) used without writlen cansent. )
Research dals fguariiative or quelilative) ana direcy ar Indimctly identifiable (2.g., mchding sidectaning).”
Research data from particpants are used without writlen consenl.

Rigsearch inrokves pariicpants not compeient o provide |rﬂmm:d mmanL

Rasaaroh mwmnnnmm inacar ar ion facibty.

Resaarch Imla) nteraction wish children {under the age of 18); b) abtaining dentifiable private
information abount children throwgh surveys or inberdews of albers of ¢} abservalions of chigren whera he
resRErches |5 nvelved "ﬁ‘l actions being cosered.

Ressarch invoives pragrant women, letuses of hursan in wio forfizaton,

Of O 0O|0o0o0oolc

Az par stendard practices, oniine survey paricipants will ba provided with informad canaent infarmation and @l be asked g
guestion that confirrmes that thery have read and agres with (he informalion

" Mnmal risk means that e probabdity and magnitude of harm or di i i e ana nod graaher in
arul of themrsshes than thase erdinarily encounlerad n daly e or duning the performance of rautine physical or prychological
examinations or tesis.

2 Rewised: 01/252008
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AED SOCIAL, BEHAVIORAL, & EDUCATIONAL RESEARCH REVIEW
IRE EXEMPTION REVIEW

V) Description of the Research
1, What is AED's role in this resesseh asthity (Check all that appk)

|

Assaarch casgn
Devalaping ressarch insiruments and'or protocols

Conducting data colechion

Cihsorving tha datn calection

Managing ard/oe analyzing dala

Reporting andiar presentation of research ndings
Ciiher (please describe):

O «|=(O|0O] =

2. Inclie relevar background irlormation, msearch abjectives, proposed

Pravide 3 sl gascripion ol ihe research,
mathedelogy, suttect population, recnuitment procedurnes, ard oMl pICC@es.

Backgreund nforeatics. The Nasanal Institute af Allergy and Inlecticus Diseasas’ (MIAID) Division of A0S funds
HIV vacsine resaarch. In an affart fo develop suppart for HIV vaceine ressarch, MIAID has creafed the NIAID HIV
Vaccine Ressarch Education Intiathe [HHVRET to foster knawledge of and support for HIV vaccine research. As
part af MHVAEL, lecal and national partner nen-povemmenial organizations have commified 1o share information and
educalicnal materiats aboul HIV vaecing reseassh. INIAID develeped educational matarials in 2006 to meet this need,
bud recant rasaprch conduched by MIAID detarmined at new maternials need o be developed. Resaanch findings
suggeated & need lor educasonal vidaos. Befare going thiough the sxpense of cranting new videos, REAID woukd Tke
L& leat concapss and axisting videos.

Raseach abjectves.
»  Explone opinions of guisting videas
»  Exploms opinions of draft concepts for new videos

Prapased methodakagy.

MIAID plane 1o conduct formathe research using an onlirs survay, The crilne survay will be conducted wilh up to
250 incivisuals irom four hand-to-reach or minarity populations that reprasent those LS populations most highly
afacted by HIVIAIDS,

Each survay wil last up o 28 minuies, induding 5 minutes for soeening. The survey wil:
. Rnview cuisting videos {hwo videos will be reviewsd)
B, Roview dralt concepls for new videas (bwo storyboardsiapproaches will ba raviewsd)

The anling survey is indluded as Appendis A, Tha coling survey recruitment and hoating will be conductad by 2
subcaniractar to AED, Participants will input screaning and survay responses dieeclly into a database, & repart will
be generabed from (e resulis to help NIAID and AED further refine educstional videos and wWidea concegls. Cala
fram the survaya will be analyzed in SPS5.

Subjact Populstion.
Particigarda wil include NHVAE] prionty populations (Black'Afd can-Amancan, Hispanic/Lating, men fram al
racialeihnic groups whe have sax with men (M3M), and transgender indwicuals (male-te-lemale o).

Recniiment.

Arcruking wil be handied by an anling survey ressarsh frm, using a soreenar developed by MIAIDAED, Screening

will ba conducted cnine through & programmed screening survay. In sGreening paricipans for e suréay, rectens
will take core fo ensure thal anly indviduals meating the receuitmend criteria e imied 10 compiete the surey (see

Appendicas A). Individuale wha complata the survey will receive an incantive valuing 510,

Cangan,

Participants wil ba provided with indarmesd consant inlormaion atter they have been invited 1o complate e suney,
Particlpants wil ba asked H they kave read and agroo with the informed consent inlermation. Only thess wha agres
with tha informasion will be abls o complete the survy. Parici can chooss o g a

3 Amised; 01/252008
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AED SOCIAL, BEHAVIORAL, & EDUCATIOMAL RESEARCH REVIEW
IRB EXEMPTION REVIEW

tima, but ana iold that they need 1o completa the surdey i receive the Inconlive,

nxd including whara data will be siored and wha will have acoass, If

a Jiapitis Bine:
cnﬂnﬂtg.- wil b-u nud rrlai'flalnu-d mm suplain why you balieve confidentiality ls net necesaary,

This data calection is cavered by MIH Privacy ACL Syslems of Aecard 069250156, ‘Aeconds ol Parlicpants in
Programs and Fespondenis in Sureys Used 1o Evaluate Programs of e Public Health Senvice,
HHSPHSMIHDD.” Whie wa cannat assuna confidantiality, standard messuness will be taken i kéep data sacuraly
eloned, Parficizants will be informed tat the information they provide will be kept privabe 1o he extant parmitied by
lawi, Mo parsanal pecerds swuch as madical records, salary, o social security Aumbars will be collactd for this
ragemnh. MIAID and AED will nol poess 1o @) ricnally aniiatla infomalian

W

) Principal Investigator Assurance

As Principel Ivastigatar, | certity tal to the best of my inowiedge:

The information provided for on Bl pages i comect and no oiher procedures will be used in this protocal. | agres 1o
sorduct is nessarch a2 descibad in the atechad supporting cocuments and | will request and recesve approval
from the |RE lor changes praor b imph miting changas (Inchuding but not limited 16 changes in codpeating
invealigalors, ary changs In procedune, or changes requessad by agancy in tha case of extemally fundad roseasoh),
| will gemply with IRB and AED pelicies for conducting athical reseanch and | will ke rasponsible for ansuring hat my
co-irvastigaton s stucent researchor(s) comply with this protacal. Ary unespacted, sdvarse, or ciherwise significant
averita in tha courge of this respanch activity will be prampily epested (o the AED R h Insagrity Officer.

R e At 1
ra of AED Fé}h'[fn-' Princighibvestigator Date

M &L«M&mm of 2= 0

Eignature ol Preject 0 Cornelint Baper Date

2.-d4-10
Thaia

Bagni al Canbar Eﬁwu

4 Fevisad: 017252008
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AED SOCIAL, BEHAVIORAL, & EDUCATIONAL RESEARCH REVIEW
IRE EXEMPTION REVIEW

AED Research Integrity OMicer: Please indicale the AED IRB axamption request decision by checking the
appropinate bax below. If you modily of deny this request, please indicate the basis for the decision in an aftachment

H/ Request Appeoved
0 Regiest Approved a5 Modfied (comments attached)

O R Denied (comments attached)
e, 1o Fed-Foto
Sagnatu ED [lesaarch imegrity Oficer Date

5 Aeised: 017252008
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