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ABSTRACT

Objective: Pretrial community consultatiofCC) is required for emergency research conducted
under an exception from informed consent (ERiCthe United State€£C remains controversial
and challenging, and minimal data exist regarding the views of individuals enrolE€l@h
trials on this pracesdt is important to know whethgrarticipants perceiv€C to be meaningful
and, if so, whom they believe should be adtesl.

Methods: We conducted a secondary analysigata from twaostudies interviewing patients and
surrogatesrafwo recent EFIC trials (PEERAMPART and PEERProTECT).These interviews
included similar open- and closd-ended questions regardingarticipants views of the
importance,0fCC, therationale fortheir responsg, andtheir views regarding whichopulations
should besincluded in consultation efforfstemplateanalytic strategy was useidr qualitative
analysis oftextual datg and desgptive statistics werdabulatedto characterize demographic
data and instances of major themes

Results 90%"of participantperceivedCC to bevaluable.Participants’ reasons for findingC
valuable clustered in 2 categoridg as a method of informing the public about the trial to be
conductedand 2) as a waypf obtaining input and feedback from the communRaticipants
cited the medical community (43%) amdividuals with a connectionto the study condition
(41%) as themost importantgroups to involvein consultation effortsonly 5% suggested
consulting,the general public in theea where the research will be conducted
ConclusionsParticipantsin EFIC trials and their decisiomakers generallwalued CC as a
method of“informing and seeking input from the commurigrticipants felt that the most

appropriate groups to consult wehee medical community aniddividuals with connections to
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the condition under studyConsultation effortfocusedon these two groupgather than the
geneal public, may be more efficient ananore meaningful to individuals involved in EFIC

trials. These findings also reinforce the importance of the distinction between public disclosur

andCC.

INTRODUCTION

To 'facilitate researchHor emergent conditiond;DA and DHHSregulations allow an
exceptionfrom~informed consent (EFICYhis is essential for studies in which interventions
must be delivereduickly, patients are not fully cagitated andsurrogates are unavailablehe
EFIC regulations haveseveral distinctive requirementscluding the conducof community
consultation(C€) prior to study approval and initiation.

The rolejofCC and best methods for doing it remaontroversiallt is widely perceived
as abarrier,_particularly becausé€C can betime- and laborintensive® # Additionally, CC carbe
performedwith_different methods angbarticipants.Ambiguities about which methods €g.
surveys orgroup meetings) or participamgroups should be used have breeterogeneous
approaches and uncertainty about the value of the prdcess.

One.of thegoalsof CC is to showrespect forenrolledsubjects: However,limited data
exist regarding the perspectivestibbseenrolled in EFIC trial©on theCC processPrior reports
suggest patients and surrogates are generally in favor of CC, but have not examiribey
find it meaningful or valuabl® ’ Knowing theways inwhich actual EFIC trialparticipants
perceive C€to, be meaningful and whom they believe should be ctatmhay help CC
practicegobesmoreefficient and effectiven expressing respect

METHODS
We conducted aetrospectivesecondary analysief data fromtwo previously published
interview studiesvith patients and surrogaté®r patients without capacity to be interviewed)
enrolled in.EFICesearctf ’
1. The"Patients’ Experiences in Emergency Research (PEERtudy wasan interview
study of 61 EFIGenrolled patient§n=24) and surrogate$n=37) from 5 sitesin the
Rapid Anticonvulsant Medication Prior to Arrival TriaRAMPART); a doubleblind,
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randomized, controlled trial comparing intravenous lorazepam with iAtnascular
midazolam in prerospital treatment of status epileptict$

2. The PEER-ProTECT study wasan interview study with similar design and included
EFIC-enrolled patients(n=28) and surrogtes(n=46) from 12 sitesin the Progesterone

for the, Treatment of Traumatic Brain Injury (ProTECT IKjudy a phase Ili,

randomizedplacebecontrolled trial of progesterone in treatment of moderate and severe

tragmatic brain injury’:®
Interviews were conductedover the phone by trained interviewelsterview guideswere
cognitively pretested. They were interactive and combined cleseted, Likerscale questions
as well asaperended question® obtain quantitatively meaningful estimatespairticipants

views andvirdepth information regarding the reasdos these viewsThe interview guides

contained additional follow-up questions to assess participant understanding and provide

opportunities _for participants to ask clarifying questiofsimary domains focused on
participants’ experiences and views of EFIC reseanththeir attitudes toward enrollment in the
parent trial

Participantswere also askedpecifically whether they believe@C is importantand, in an
openended,formatthe reasons for their vievand whom they thoughshould beconsulted.
Phrasingef-thesequestionsan each study wersimilar (Appendix 1). Prior reports focused on
participants’ attitudes toward EFIC and inclusion in the respective trials. This oepobines
the two datasets in #&ocused analysis of responses to questicglated to community
consultationalene (Appendix 1).

Informed consent was obtained from all participafsth studies were approved by

IRBs at Emory University and participating sites.

Data Management afkhalysis

All interviews were transcribed verbatii@Qualitativedescriptiveanalysis was conducted
using the MAXQDA software package and a template @icatyethod.Prior to textual analysis,
a priori codes_were developeblased onexpeced response categoriefsom the literature.
Additional nductive codes were creatddring analysisOnce it was determined that no new
themes were emerging (saturatiotie codebook was reviewed and approved by all authsrs
final andthenused to codall interviews Coded instancesf major themesvere reviewedy all
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authorsto ensurethey reflected the sameoncept. screpanciesvere resolved by consensus
among all authorsDescriptive statisticsvere tabulatedor demographic datandinstances of
major themesBivariate analysisdhi-squared testfor proportionswere conducted texplore
relationships between demographic datarmagbr themes

During.,, analysis, participants were identified who demonstratedan explicit and
fundamentalmisunderstanding of the meaning and process of TUese responses were
reviewed byall"fauthorsThose for whom there was consensus regarding such misunderstanding

wereexcludedfrom further analysis

RESULTS

74 PEERProTECTinterviewsand 61PEERRAMPART interviews wereanalyzed Of
135 total respondents terminatedthe interview prior to CC questionsand 21 were excluded
due to clear misnderstanding@f CC. The most prevalemhisunderstandingrasa misperception
that CC involved asking community members to makeattime decisions regardingrial
enrollmenifer-aparticular individual

Of 109=participantsvith analyzable responsethe mean age was 47 (range88), 66
(61%) were female, 59 (56%) were white, and 58 (53%) hdelaat some college education.
Among _these participant®8 (90%) consideredC to be important, 7 (6%yonsideredit
unimportant, and 4 (4%) were undecided.

Positive Responses to Community Consultation

Of the«98 participantsvho consideredCC to be important,79 provided one or more
reasons for this response. Thesasongocused orntwo distinct, though not mutually exclusive,

functions(Jablel):

1. Community.consultation as a method of informing the public: 30 participants

These™ prticipants felt CC would fulfill investigators obligation of transparency,
facilitate trust,and respecthe public’s “right to know” what is happening in their community
(Table1l). Some alsanentionedhatit may help prepareommunity memberemotionally and

practically in the event theyvere enrolled inthe trial. OtherssuggestedCC may help public
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relations by helpingpolster or maintaira positive perception of théospitals or researcheirs

the community.

2. Community consultation as a method of obtaining feedback and input from the community: 54
participants

Some_participants felt community inpabuld be used by reselasrs toimprove the
study. This'view was particularly common among individuals who advocated consldtiab
healthprofessionals antheindividuals with connections to the study condit{@ablel). Others
focusedmore on allowing the communityto havean opportunity to exercise oversighy
assesnsg whether a study is in the communitysstinterest and influenog whether the study

is approved.

Negative Responses to Community Consultation

Ameng the 7 (6%) participantswho did not believe thaCC is importani reasons
included thegbelief that communitymembers araunqualified or do not understandesearch
sufficiently*towprovide meaningful input on the study(Table 1). Some participantsvere
specifically.concerned thaminformedindividuals mightobject andoreventa neededrial from

taking place

Whomto Consult

Participants most frequently suggestedthat CC efforts should involve healthcare
professionalg44 [43%]) and individualsuch as patients or family memberso have personal
experience withthe study condition(42 [41%]). Interestingly, 64% of African American
participantssuggestednvolvement ofindividuals with connections to the studgondition
compared.to.only 24% of whifearticipants(p=0.001).Other groupsless frequently mentioned
included religious communitieé/ [7%]) and specific demographic groups (i.e. the elderly,
minorities,.ete.)(22 [22%]) Twenty-five respondent$25%) said they did not know whom to

consult. Only fiveparticipants (5%3%uggested consulting the general public.

DISCUSSION
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151 This study provides novel insights regarding enrolled patiemis surrogatésviews of
152 CC.%" Two key findings haveracticalimportanceand implicationdor researchers

153 First, participants identified two populahs as mostneaningfulto consult: those with
154  connections to thstudy conditiorand healtbareprofessionalswhile thegeneral public is often
155 included in€C due toprevalentinterpretations othe regulatoryrequirement tanvolve the
156 “community_in° which the research will be conductedas the geographic community
157 participants'did” not prioritize this group Some evenexpressed concern that uninformed
158 members'ofthe general public may derail meaningful research

159 It iS impgortant to recognize th&DA guidancedoes notrequirethe involvement of the
160 general publiear considerthe geographic and conditierelated communitieso be necessarily
161 distinct'® Moreover, the guidance documesnplicitly states that healthcarerofessionalsat
162 research sites may be considered part of the geographic commiuihitg CC efforts focusing
163 on local health professionadsdindividuals with connections to the condition under study may
164 satisfy regulatory requirements aatign with the preference®f enrolled patientsCC focused
165 on these twergroupsay also be more time and cost efficient thagthodsdesignedo represent
166  thegeneralpublic®

167 Second, manyarticipants attribute@€C’s value toits ability toinform the publicabout
168 the study=Pre- and postrial public disclosure(PD), however,is a distinct regulatory
169 requirement. Though someCC activities serve dual purposes, ideal methods for increasing
170 awareness about a triafe likely differentfrom ideal methods for soliciting higluality input
171 from relevat=stakeholders. While FDA guidance, to some exterdy blur the distinction
172 betweenPDwand CC by including communitynotificationas a goal ofCC, disaggregatinghese
173  functions fmay help to promote efficiency and optimize rithand CC?

174 This study hadwo principal limitations. First,the process o€C andthe regulations of
175 EFIC research are difficult to understand, as evidenced by frequemhderstandingand the
176 needto exclude responses from Participants Secong not everyone included in thgarent
177 EFIC trialsswas representedh these interviewstudes It is possiblethose who declined
178 participationin,theseinterview studie%’ mayhave different views oE C and EFIC However, a
179 reported previously, PEER populations were similar demographtoateir parent trial&”’

180

181 CONCLUSION
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Patientsand surrogates enrolled two EFIC trials valuedCC as a way tanform and

obtainfeedback from the communitf¥hese findings underscore the importance of appreciating

the distinction betweerCC and PD and of designing consultation efforts toaximize

meaningful feedbackParticipantsprioritized involvemen of healtltare professionals and

individuals with. a connection to the condition undstudy CC activities targetingthese two

groups, rather_than thegeneral public,appear mostonsistent withthe preferences dirial

participantsand may improve consultati@fficiencywhile satisfyingregulatory requirements
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Appendix-:

Interview Questions

PEERRAMPART:

As | described earlier, when researchers want to do a study like this where people have to be

included without being asked, the rules of research require researchers to asksnoéthiee

community. before starting the study for their thoughts about the study. In other words, the

researchers have to ask the community for input on the study the researcheosdeariddes

this seem like"'something important to do?

PROBE (ALL): Tell me more about this.

What groups of people do you think researchers ought to talk to before doing studies

like the ones we’ve been talking about?
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In the RAMPART study specifically, the one you were included in that was testing
ways to treaseizure, who are the particular people or groups of people that you think
researchers should have talked to in trying to get the community’s thoughts on the

study?

PEERProTECT:

As | described earlier, when researchers want to do a study like this velopte pave to be

included without being asked, the rules of research require researchers to asksnoéihiee
community,before starting the study for their thoughts and opinions about the study. In other
words, researchers asked community members faritipit on the studyDoes this seem like

something important to do?
[OPEN END] [PROBE: In what way is this important/not important?]

[ASK ALL] In the PROTECT study specifically, the one you were included in, are the
particular people or groups of people that you think researchers should
have talked to in trying to get the community’s thoughts on the study

before starting the study?
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Table 1. Supporting Quotes

Positive View of Community Consultation: 98 participants (90%)

1. Community consultation as a method of informing the public

“l believe when.they put studies together, people should ltaesso the information that it
is being doneybut I don’t know if you have to go around the community asking if it is alright
to do it.”

- 3-005

2. Community consultation as a method of obtaining feedback and input from the comm
“As the director explained to me, they reached out to several medical organization and
community leadership groups that relate directly to seizure patients. | believe this is a g
move because those organizations are more in touch with the demographics of the pati
the area. It,gives them a good chance to get a cross section view of how such a study r1
affect that-lecal.populous.

—4-009

Negative View of Community Consultation: 7 participants (6%)
“I don’t geally know what the community members would have to say about it... It doesn’t

bother me that they do, I just think it’s an unnecessary step.”
— C256

Whom to Coensult

Medical Community

“So when you say they ask community members... Maybe it seems like they should ask more
like peopleratathospital... Um, well I think that if somebody’s a community member doesn’t
mean theyswould know a lot about, you know, health. So | think it would, | think instead
community'member maybe it should be like the hospital staff or something.”

- C204

Condition-related Community

“Because it’s not really, 99% percent of the people out there, it would never be pertinent to
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them, you know. Unless you’ve been there, I don’t think you can, either in patient or the
medical field, I don’t really see how you form a, make an informed decision about it
- C230

Author Manuscrip%
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