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Background. Regulatory guidance for developing uncomplicated urinary tract
infection (uUTI) treatments requires endpoints assessing uUTI symptom resolution
present at trial entry. The meaningfulness of this endpoint and definition of treatment
success is rarely explored with patient-experience data (PED), and there is a paucity of
PED in the literature.

Methods. This cross-sectional interview study included English- and
Spanish-speaking women aged > 12 years with confirmed uUTI diagnosis within
14 days of screening. Interviews were recorded, transcribed and analyzed using qual-
itative methods. Participants were asked questions to elicit spontaneous and probed
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reports of uUTI symptoms and how these impacted health-related quality of life.
Participants provided descriptions of symptom resolution, treatment success and
evaluated a 4-point scale assessing dysuria, urinary frequency, urinary urgency and
suprapubic pain. They were asked if the scale contents captured their uUTI experi-
ence, including assessing meaningful treatment effect.

Results.  Overall, 30 participants were included, mean age 40 (range: 12-61)
years. Urgency was the most common symptom reported (n=29, Table 1), and nearly
all (n=29) participants reported their recent uUTI affected mood/emotions (Table 2).
Participants reported the relevance of symptoms and the meaning of the points on the
scale (Table 3). At interview, 24 participants scored each symptom as “none” and re-
ported this was meaningful/important. Most participants (n=27) said they would not
consider treatment successful if they still experienced > 1 symptom by the end of the
treatment period; however, almost half (n=14) agreed that with severe symptoms, the
smallest meaningful improvement would be moving from severe to moderate. A lim-
itation of this study is that participants were not asked about underlying symptoms
between episodes of uUTI.

Table 1. Patient-reported uUTI symptoms (N=30)

Symptom Total, n (%) | Spontansous, n | Probed, n
Urgency of urination 29 (96.7) 1 15
Unable to emply biadder completely (pass only small amounts of urine) | 26 (86.7) 14 12
Frequency of urination | 2s833) | 15 10
Pain or burning when passing urine 24 (80.0) 18 8
| Pain or pressure in lower area | 240800 | 7 7
[ Odor T 7@ | 7 =
| Discotored urne” IBEYEE] 4 =
["Urethral pain (constanty” T 2©n 2 -
Urethral discharge” IBEEE 1 =
Fatigue” 1033) 1 —
Headache™ 103) 1 -
Incontinence” 1033) 1 —
Nausea® 1(3.3) 1 —

*The symptom was not probed during the interview but was spontaneously reported by the partic-
ipant(s).
Abbreviation: uUTI, uncomplicated urinary tract infection.

Table 2. Patient-reported impacts of uUTI (N=30)

Impact [ Total,n (%) | Spontaneous,n | Probed, n
Mocd or emotions 29 (96.7) 6 23
Social activities or relationships 22 (73.3) 9 13
Daily activities* 21(70.0) 20 1
Work or school 20 (67.7) 10 10
Physical activities*+ I 9(30.0) 9 —
Loss of appetite* 2(8.7) 2 —
Sleep* 2(6.7) 2 —
Intimate relationships (N=25)% | 18 (72.0) 4 14

*The impact was not systematically probed during the interview but was spontaneously reported by
the participant; tdaily activities included cleaning, shopping, caring for children, exercising, or play-
ing sports; ¥physical activities included walking, hiking, playing sports, exercising, and going to the
gym; Sadolescents (n=5) were not asked about intimate relationships.

Abbreviation: uUTI, uncomplicated urinary tract infection.

Table 3. Sample of quotations from patient interviews

Context Quotation

W can make me foof sad if | go eut with my friends, and | want lo soially drink, | can't becauss i bo on
antibiotics. Those are ko the main emotions as well as fustraled,

Effect on mood/amotions of most

A I was getting o aggravated that | wanted 10 cry becauss of the pain, and it's not nomal for me fo just sit all

diay, and | wanted 10 go 1o work, fo my new job, and | couldnt go.

Just a it bit imitatie when you feel bad. | get a ltthe bil cranky, and when it affects my sloep, | got even crankior

1 Tguoss Twould considor mid o b6 fas Tolorabie. | moan yos foal things, bol F doosr prevent you rom doing
your nomml everyd 9 ¥ou 0 the point where you don want fo
carry out things that you normally do every day. Severe symptoms, essentially. you e in 5o much pain and
frustraion, you can' o anything

WA, Tk ol means Tl IS probably ot at the point Where you 16el ike you need 6 go i and have
weatment imal, i’ Brobably in Ihe back of your mind DECaSE MG SyMPIOMS aren 50 Srght
in your faco. S0, for mosdorato, I say thal al Ihis point, it's impacting your Kfa. You're prabably thinking about i &
il move, maybo evn looking inio possible roaiments o finding & way 10 quickly got it ioatod. Savore. Al this
poin, you'ra probably airsady sitling af the docior's office becauss i's not folorabie, and you roally want {0 got it
roated

of the pois scale

|7~ woukd say mild for exaimpie would be [ Gon neéd fa $e€ the docior. Moderale would be i (his 0oes ol get
belter, | will 4o 1o the doctor. Severs woukd be that | definioly need 1o be Ghecked by the doctar.

Very imporant. This week has been pretly busy.. | have had & 1on of stull 10 go 10 and 50 | probably would have
JuSt had another week ike Iha week Defore 1as! where | JUSt wanted 10 siay home and Cancel my pians and just

The meaningfuinessfmpoiance of | P04 | 4w faling m0 sympioms
Symptom improvermont o none on 100 | 5 eg 1 Gogsn afct my day-l-day e 3 Caraidering my G past of having requant UTTs.  Goaant mava
me faal anxious that | have o accommodate my fulure plaas 1o fit my UTI.

| Absoltely 007 because | foel normal. | GonT have any issues with thinking that | have UT] or discormiort.

Abbreviations: UTI, urinary tract infection; uUTI, uncomplicated urinary tract infection.

Conclusion. Participants reported numerous impacts of uUTI. Definitions of
symptom resolution and treatment success should be established with PED, with com-
plete symptom resolution considered the most valued. The regulatory definition rel-
evance of symptom resolution for uUTI and the content validity of a scale to assess
symptom resolution was confirmed by participants.
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