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Stage 1: Letter of Intent

Propose Concept of Interest

Propose Context of Use

Background Support for Measure

Stage 2: Qualification Plan

Updated Background Support for Measure

Literature Review

Concept Elicitation

ltem Generation

Cognitive Interviews

Reporter Input
Expert Input

Propose Quantitative Analysis Plan

Stage 3: Full Qualification Package

Results from Quantitative Analysis Plan

Qualitative Data from Qualification Plan

Craving Assessment
Patient Reported Outcome

Context of Use:

« Persons meeting
criteria for mild-
severe OUD

* Inpatient, outpatient
treatment settings

« Laboratory, remote,
clinical research
settings

 Completed on
electronic device

Data Sets




Overview of Projects/Studies to Generate a 3 Lab Study
. . Assess craving in the moment
Craving Patient Reported Outcome

Literature Review Focus Groups
Gather general Gather general
information on craving information on craving
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Cognitive Interviews
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What Dimensions Should Be Include in an Opioid Craving Assessment?

Most Prominent Craving Final Dimensions

Focus Group Themes on the
Dimensions Identified in . : up , Cue Reactivity Interview Themes
: . Experience of Craving
Literature Review



pioid Research Craving Assessment for

Substance Use Treatment

Next Steps:
* Qualification Plan (QP) finalized and under NIH review
« UG3/UH3 funded to carry out quantitative validation

plan
i ,
Jennifer Ellis, PhD  Jeannie Leoutsakos, PhD
Data Burst Data Burst Data Burst

Ecological Momentary
Assessment (craving)

Ecological Momentary
Assessment (craving)

Ecological Momentary
Assessment (craving)

INFORMATICS

Study month: 1 2 3 4 5 6
# I‘I\‘\I‘I\‘II‘\\{I
Screening V1 V2 V3 V4 V5 V6 \7
Visit Ambulatory Ambulatory Ambulatory
session session session

V1 — V7 are monthly study visits to collect:

+ FDA PRO craving assessment (FORCAST)

* Craving from cue reactivity task

+ Urine sample collection for drug toxicology testing

* Questionnaires about health changes, and treatment updates
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