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Background “ Table 1. Saturation Table of Trial Participation Factors

] Transcript Group

* Patient experience data is becoming increasingly A total of 28 participant and study partner dyads Aol b b
recognized as a crucial component of clinical trials. took part in the exit interview study. The mean (SD) X X X . X X
* The importance of incorporating the patient age was 70.8 (7.2); patient age ranged from 56 to 85 I e e S
voice into drug development has been coditied (median = 71). Most patients were female (64.3%), e X X
. . 1 . . . Source of Help with Trial Participation Decision-Making
by recent legislation White (96.4%), and not Hispanic (96.4%). E T
» Qualitative interviews conducted among clinical trial S S I N
participants are an established method of Decision-Making Regarding Trial Participation X X
ascertaining the patient experience. * Participants and their caregivers reported 34 unique =~ EEECT S ¢ X X X XX
* Interview topics often include disease and concepts related to factors surrounding X X X X X
- - X X X X X
treatment experience, assessment of meaningful participation in INTERCEPT-AD, including referral X . X X
change, and clinical outcome assessment score sources, decision-making resources and factors, and
i ian23 . . .
Interpretation burdens experienced during the study. Saturation of : X §
. . Bloodclots
* Interviews conducted early in development are not concepts was reached within 24 interviews (Table 1) Y X
commonly reported, although they can provide * Interviewed participants first heard about
valuable participant perspective. INTERCEPT-AD primarily from social media (n = 13; x
 Study participants can provide insight into the 46.4%) or their physicians (n = 10; 36.0%) . X
trial experience and decision-making regarding e Afew (n=5;17.9%) noted they heard about the T L —
.
their enroliment trial from friends or family S S —— — —
. ] X X X X X X X
* As part of a phase 1 study, we conducted semi- * When deciding whether to enroll in the study, X X X
structured qualitative exit interviews among a several participants (n = 11; 39.3%) sought help z i X 2 i Ny
subset of participants with mild cognitive from family members while others (n = 7; 25.0%) X
impairment (MCI) or mild Alzheimer’s disease (AD) decided independently. Physicians were less ——
and their study partners to obtain feedback on commonly reported as a resource (n = 2; 7.1%). Prefer more fomaton i D X X X X X
disease experience, treatment expectations, trial * Participants were motivated to enroll not only to X :
experience, and the decision-making process benefit themselves (n = 20: 71.4%), but because —— x
' 3 7 z 1 : :
preceding trial enrollment. Results pertaining to doing so could potentially benefit others in similar T N T e =N I T
decision-making regarding trial participation and the i i =12- 0 : : e .
s Tepdldine P P situations (n = 12; 42.9%). Figure 1. Burdens of Trial Participation
subsequent trial experience are presented. » Several participants mentioned the added benefit
getting more information about their condition (n A majority of participants discussed
. .« e . . —_ . o) oG - o o
* A subset of trial participants was interviewed as part =7; 25.0%). driving distances to the clinics (n =17;

60.7%).

of the ACU-001 (INTERCEPT-AD) study, a phase 1

study evaluating the safety and tolerability of the
monoclonal antibody ACU193.

study visit, were approximately 90 minutes long, l

* Interviews occurred within 7 days of the end of
and included both participants and study

partners, the latter of whom were interviewed

Time Committement

Other participants discussed challenges with
the length of inpatient stay or visits which
often included long waits between
procedures (h =15; 53.6%).

e 12 (42.9%) participants expressed concerns about

separatel L . . Issues with
, P o y. o enrolling in INTERCEPT-AD; pre-trial apprehensions
« Trial participation topics included referral source, . L idyjrocedures
C . . C e . . revolved primarily around potential side-effects (n = Participants also expressed some reservations
motivations for participating, individuals involved in 7: 25.0%) around some of the study procedures
« o . . V4 * 0 - - - ,
the decision-making, and concerns regarding study including the cognitive tests (n =12; 42.9%),
medication and procedures blood draws/needles (h =9; 32.1%), and lumbar
, , o , Clinical Trial Experience punctures (n = 7; 25.0%).
* Questions regarding trial experience assessed the . A maior - 18- 64.8% 9 . . .
- . . . . maJorlty (n - ) . 0) expresse appreC|at|on Desire for More Information

positive and negative aspects of participation. for the care and attention received from the site onteviiecication
* The semi-structured interview guide was developed ctaff participants also mentioned a desire for more

in accordance with FDA Patient Focused Drug . . . information on the study medication, particularly

Development guidance. 4 * Burdens of trial participation were largely related to e (R T ER Gl (Thay e iy g wiall 6

Codi 4 Ve ' £ the t v foll 4 four challenges: 1) distance to clinics, 2) time receiving results of the scans (n = 12; 42.9%).
e Coding and analysis o e transcripts followe . . . . .

, 'gl . yI' , ) , P Ve - commitment required to participate, 3) issues with
pcrjlg.a.p esl ]? qud |t3t|ve tfematlc anz deIS'h wit study procedures, and 4) a desire for more Conclusions
additional teatures drawn from grounded theory, information about the study medication (Figure 1) Participants and their study partners reported a

conforming to best practices in the field.>S
 Sample size was based on concept saturation of the

factors of trial participation (i.e., pre-trial concerns
and post-trial reported burdens). Concept saturation
is the point at which no new relevant information is
elicited in the data collection process.®?

broad array of factors related to participation in the
INTERCEPT-AD study

Findings regarding burdens of participation can be
used to inform operational aspects of subsequent
trial phases of ACU-193 SCAN ME

The desire among study
participants for more
information should also be
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