Development of a Preliminary Conceptual Model for Overactive Bladder
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Background Results Discussion
Overactive bladder (OAB) is extremely common, and significantly interferes with patients’ quality of life3. Article screening and extraction Study Characteristic Patients with OAB report a range of trigger factors leading to symptoms such as
——— frequent urination, incontinence, urgency, and nocturia. These symptoms cause
. udies iaentitiea in significant impacts:
1 IN 6 adults has OAB1:2 ldentification PsycINFO PubMed Hawken et al., 2016 United Kingdom Semi-structured telephone interviews 9 p_ _ _ _ _
5 Bl ’b - « Sleep Impairment: Nocturia leads to nighttime awakenings, restlessness, and
o 39% of adults reported AICRICLE R URCUl  References excluded (n=293) Anger etal., 2011 United States Focus group 33 difficulty falling back asleep, resulting in sleep deprivation and daytime
39% that OAB interfered with l-jasoeudt an;ample I Coyne et al., 2012 United States Open-ended question interview 19 dysfunction.
daily activities?® (n=56) Gonzalez et al., 2021 Global Social media data mining 1867  Activity Impairment: OAB can hinder daily activities, with tasks as simple as
* Out of phenomenon of lyer et al., 2021 United States Semi-structured interviews 51 walking.
< .y . :;‘tereSt (:288)_ t Filipetto et al., 2014 United States In depth qualitative interview via 40 . Soc_ial Impact: It affects _sociql in_teractions, strains relationships with friends,
creening » ° Research Design (no phone family and partners, and impairs intimacy:.
Eligibility interview or focus group)
o five bladder is defined ” rollabl ‘0 urinate. often leading to f ¢ bath it (n=5) Kelleher et al., 2018 United States In-person interview 30 « Emotional and Mental Impact: Patients often experience annoyance,
ar\llc?riﬁcslc;/rie (?aseesr IiSn voelulgtearyalf) :ssol:‘ urienné uncontrofiable urge to urinate, often ieading to frequent bathroom Visits - Does not report patient Palmer et al., 2019 United States Focus group 24 frustration, irritability, embarrassment, anxiety, and stress. Worry due to odor and
, experience (n=28 i i i i T i
. N);Fi LIJ amaﬁi[ ' Stu)OI e Epp——— Hong Kong In-depth, semi-structured interviews 30 leakage can lead to isolation and loneliness, with the condition also associated
detrusor muscle L | yn= L . with stigma and hopelessness. This emotional burden can contribute to mood
detrusor muscle contracting before * Review Articles Rantell etal. 2017 United Kingdom Open-ended goals questionnaire 531 declines, distress, depression, and in severe cases, suicidality.
contracting when bladder is full* References selected [IEMSCREIAURED) Siu et al., 2016 Hong King Semi-structured interview 30
is full® - » Non-English (n=2 - ' '
bladder is full Included for extraction and on-English (n=2) Smith et al. 2011 United States Focus group 23 Strengths: The_rewew employ_e_d a_thorough search strategy across multiple
approved (n=12) databases, leading to the identification of numerous relevant studies that offered
| comprehensive insights into patient-reported signs, symptoms, and impacts of
7urine A\ . Preliminary Conceptual Disease Model for OAB OAB.
Z S :/ Limitations: The scope was limited to the past 15 years and did not involve direct
urethra urethra S ¢ . | — patient interviews, leaving room for potential gaps in patient-reported experiences.
+ Putting the house key in = Other people going to the ~ —@ * Sleep deprivation © Restlessness o The model’s generalizability could be enhanced through patient confirmation.
the door bathroom » Difficulties falling - Waking up at night Impaired . . ) . . :
| o asleep/falling back to 5 TreEmiE concentration Additionally, the review was restricted to English-language publications, possibly
* Sightor sound ofwater = Walking into a restaurant sleep + Daytime Sleeping overlooking experiences from underrepresented populations or regions
« Standing from sitting « Going through the house : '
There Is a need for a conceptual model to gain an understanding of the signs, symptoms and impacts of OAB to inform . Sleeping longer than usual ~ 900F
a patient-centered Clinical Outcome Assessment (COA) strategy. This model will help us understand the patient + Undoing pants in ? Rl Loy & bRl
experience of OAB by mapping out key symptoms and functional impairments, which will inform evidence-based E;ﬁﬁfgg&o” forusing the - ;heottz)?lg[m: needing to use - Traveling/holidays » Housework » Shopping Conclusion
approaches to future study designs with the goal of improving access to effective therapies. | | —© - Sports and Exercise - Car rides/public + Watching movies
 Pumping gas into a car * Impact on work transport « Standing in line

The interplay of these factors leads to a notable decrease in overall quality of life for
patients with OAB, highlighting the comprehensive nature of the disease's impact.
3 . This conceptual disease model aids in understanding the patient experience with

"y Overall impact

2| cocial Impact on health-related OA_B and can be Ie_v_erage_d to inform the selection of measurement concepts for
= P swelling of Tie patient-centered clinical trials.

- Going for a walk * Role as a family - Other activities
member/caregiver

To identify key patient experiences associated with OAB through a targeted literature search and develop a preliminary ) —© . Socializing/ Going out  + Family Relationship ~ + Partner relationship
concept ' (gj) Signs & Symptoms . . | -
P ual disease model. Friends Relationship Intimacy/sex
* Frequent Urination  Bladder fullness z
* Incontinence * Trouble Emptying Bladder References
Meth Od O I Ogy « Urgency of Urination Completely _ _ _
S Nl + Bladder Spasm R S R  Baessien dreine 1. Stewart WF, et al. Prevalence and burden of overactive bladder in the United
A targeted literature review was conducted to identify key concepts (signs, symptoms, and impacts) from the . Discomfort + Difficulty Starting or | B Irritability Desperation . Self blame States. World J Urol. 2003 May;20(6):327-336.
perspective of patients who have been diagnosed with OAB B Hielinzlllng U_“”e SIEEN —0© . Embarrassment/Shame  * Feeling misunderstood  « penial 2. United Nations, Department of Economic and Social Affairs, Population Division
- Database: PubMed, PsycINFO, PubLab . Pressure in bladder * Bladder heaviness + Worry/Concern * Isolation/Loneliness . Lack of motivation to (2011). World Population Prospects: The 2010 Revision, CD-ROM Edition.
» Search limits: 15 years 2009—-2024; Humans; No comments, letters, or editorials + Smelling of urine  WeakcStream © Anxiety/Stress [ oatisfactionwith fife o things 3. Reynolds WS, Fowke J, Dmochowski R. The Burden of Overactive Bladder on
L . Hlicat | + Negative self perception * Stigma & discrimination  + Suicidality US Public Health. Curr Bladder Dysfunct Rep. 2016;11(1):8-13
« Languages: English-language publications on o T '
L . 2 g. 2 p y - . . . — 4. Abrams P. Describing bladder storage function: overactive bladder syndrome and
« Concepts of interest were identified, and data on concept frequency In literature, prevalence in the studied population, , , - _ , _ _ _ det totor UG 2003:62(5 Suppl 2):28-42
— - - - *Bolded symptoms/impacts appear in > 50% of publication or >50% in frequency in studied population and are key concepts of interest Erusor overactivity. Urology. ,62(5 Suppl 2):28-42.
patient-reported importance, and bothersome ratings were recorded for selected articles _ _ , s _ o _ . _ L
that will be used to inform a patient-focused clinical outcome assessment (COA) strategy for the phase 2 trial and future clinical trials 5. Cooke A, Smith D, Booth A. Beyond PICO: The SPIDER Tool for qualitative

evidence synthesis. Qualitative Health Research. 2012;22(10):1435-1443.

Inclusion and exclusion criteria*®

Patient’s Quote exemplifying the impact of OAB

S-Sample Patients with Overactive Bladder / \
Pl -Phenomenon of Reporting of any point of view regarding the signs and symptoms and the impact of the - '_%\C'A'!i‘/_i'!{ - Siggscc‘iiaﬁ);nmrggtr_ns, / Emotional/Mental \ / Sleep nm,f)ag"fa\ Emotion/mental impact- /Emot!onal/ {neni:al\ ACknOW|edgem ent and Disclosure
interest disease on the patients’ life from the patients’ perspective ML= et el impact-Anidety & siress || Slesp deprivailon | eSS HnNpEst
on Work Intimacy/sex Social Impact — friends’ NOPEIESSNESS e | th hat h h h hi iactl
D-Design Semi-structured in-depth interview or focus group "The urgency and leaking are relationship U ank you 0 al the mentors that ave supp.orted.met rough outthis project
- Evaluation Patient . horrible. | cannot date so I'm N | anly et o i i This study was sponsored by AbbVie Inc. Financial arrangements of the authors
IS (RPIAENSes SUHEHD- 10 IHSSIE QU e e e e with companies whose products may be related to the present report are listed,
o mention fhe SoX hen going out.” declared by the authors. Collen C Elaheh Shirnesh d Darshini
Qualitative studies or mixed-method studies with a qualitative element. Relevant survey -Gonzalez, 2021- when going out. _ as aeclared by the authors. Collen Castro, Elahenh Shirneshan, and Darshini

the AMCP Foundation and AbbVie Inc. and functioned as an external author after
the internship was completed.

studies including open-ended guestions will also be selected \/ /

* Defined by the SPIDER tool which facilitates rigour in research by defining key elements of non-quantitative research questions.
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