Developing a novel PRO measure in multiple global regions and

languages for key contraceptive side effects
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RESULTS

BACKGROUND

can influence:

(a) Conceptual Model Framing

e Contraceptive side effects and non-contraceptive benefits Figure 3. Conceptual model of user experiences with contraceptive-induced menstrual changes (CIMCs).

(b) User Experiences with CIMCs

» Sexual and reproductive health,

- Wider health and overall wellbeing, and
 Daily functioning and lives

in both positive and negative ways.

e Menstrual changes impact healthcare decision-making and
qguality of life as both a side effect and non-contraceptive
benefit of contraception.

OBJECTIVE

e Despite the importance and regulatory requirement for data
collection, no measure of menstrual changes exists with
evidence of validation for use across contraceptive
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e Our research collective aims to develop a PRO measure of
menstrual changes for use in contraceptive clinical trials.

Changes over sexual and reproductive life course

METHODS

Figure 4. PRO drafting from conceptual model and revisions.

Q# | Question

e Current draft PRO measure for cognitive debriefing:
* 4to 10 items asked daily to assess CIMCs

« 5to 27 items asked monthly to assess perceptions &
impacts of those CIMCs
e Cognitive debriefing
- 2-3 round of 6 cognitive interviews per site (i.e., 18 total
per round) with revisions between rounds
* First round of interviews completed, revisions underway

CONCLUSIONS

Formative work

Global convenings
Key informant interviews
Systematic review

Figure 1. Affinity mapping analysis during concept elucidation

Formal consensus-building

Data Data
. Collection Organization
Multi-part study =
Conduct qualitative data Code transcripts and sort In

collection {IDls or FGDs) to
explore topic or experience of
interest.

excerpts into core categories.

Concept elucidation (Fig 7-3)
PRO drafting (Fig 4)

Expert feedback (Fig 4)
Cognitive debriefing (now)
Pretesting (next)

AvIVIVIn

5
HEE

Three global regions
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troduce the affinity mapping
process and explain
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& languages Individual Virtual Affinity
Preparatory Work Mapping Meetings
SOUth Afrlca (ISIZLjIIU) . Individual participants group Host a virtual meeting for each
Dominican Republic (Spanish) assigned excerpts and submit core category to compare
United States (English) e o ol pemide seflections.

Consolidate into
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synthesize each team’s

themes intoc summary maps

and collaboratively add

connections and reflections.

Figure 2. Conceptual model development

CIMC Measurement Framework

- Developed by the Global CIMC Task Force
measurement working group

- Components: Biological changes, Social
environment & facilities, User experiences &
behaviors, Impacts on Health & life

Affinity map

« Based on FGD data from:
« Durban, South Africa

« Santo Domingo, Dominican Republic
« Portland Oregon, United States

High-quality, relevant PRO models

- Dysmenorrhea Daily Diary - Menstrual Hygiene
- Endometriosis Daily Diary ~ Management 5cale
- Endometriosis Pain Daily Diary

= Endometriosis Self-Assessment Tool

» Endometriosis Symptom Diary

Relevant theory

« Embodiment Theory
= Feminist Theory

« Phenomenology
» Reproductive Justice

- Social Cognitive Theory

= Socioecological Model
= Symbolic Interactionism

Other models

- Model of Socioecological Determinants of Sexual
and Reproductive Well-Being

- Examples from ISPOR content validity papers

- Genital Herpes, Knee Osteoarthrosis, Ulcerative
colitis

“ﬂ Study team feedback

: ‘i - Drafting by EH, 5C, SM, AM, AS
- Review and revised per study teams feedback in:

» Durban, South Africa

» Santo Domingo, Dominican Republic
» Portland Oregon, United States

Individual & co-working

= Individual model drafting by EH, 5C, 5M, AM
depicted key elements and connections

« Virtual co-working sessions to share individual
visualization and develop draft conceptual model

e Our approach, based in measurement best practices and
regulatory methodological guidance, of creating an
evidence-informed conceptual model to inform the
development of a person-centered PRO measure is largely
unique in the field of contraceptive development.

e Measurement of CIMCs—as well as other side effects and
non-contraceptive benefits—using a standardized, person-
centered measure with evidence of validation across
contexts can help inform improved healthcare decision-
making by people, providers, payers, & regulators.
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