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o detemine carientvaclty usng large patent panel for the PCSS,
for patients with prostate cancer. The PCSS also uses an inexpensive han
pocket PG 0 enancs feasibily. The PCSS Goneept s based on the LCSS (a valdated
I\mu cancer instrument).

ethods: We used the estabished palient base of the wetbased NexCura patient
nformaton resouree to survey registered palients with prostate cancer. Demographi
stratifications included stage of disease, prior radical prostatectomy, i
esiet (rone, ormons, 2128

e e o e period Pauems were asked o ank 18
s Fee eachi
general prostte- sueem:, pevchosocial ad summativa o,
Results: The 10 highest (and 2 lowest) ranked items are seen
described by the percent of patients choosing the top category. (very |mpnnam) S
top 2 rating categories of importance:

Good QL 76%
Maintaining 74%
Perform normal activities 66%
Being a burden to others 65%
Urinary incontinence 1%
Able 10 sleep 1%
Depression 6%
Difficulty with sexuality / erection 3%
Being fatigued 0%
Having pain 6%
Maintaining an appeite 1%
Having hot flashes 10%

Ratings by g hormonal or non-
hormonal treatment) were quite similar to results found for the whole group, as listed in
the table.

Conclusions: These results represent the largest survey of patient concerns in
ess such

o logy.
information in all malignancies to obtain patient input rapidly from large patient
samples. Strong support for content validity for the PCSS was obtained

« Prostate cancer is often highly symptomatic with many issues that can affect all
dimensions of quality of ife. Both health care professionals and patients recognize the
importance of quality of lfe and symptom control. Even with this recognition, formal
evaluation of qualiy of lfe using well-validated instruments is unusual in clinical trials
and rare in typical patient management.

« Ina survey of oncologists concerning the frequency of quality of life evaluation, reasons

stated as barriers (o performing such assessments were
- A perceived lack of validated instruments
- Insuficient time and resources for carrying o the evaluation

+ Severalinstruments or evaluating qualiy of Ife (QL) and symptoms in patients vih
prosats cancr are avababe. nducing e folvnd: QLO-C30 + Prostte Modl,
FACIT, EPIC, PC-QoL, PROSQOLI, UCLA-PCI, and UCLA-PCI-SF
turments varyinlngth (101 52 questos), content,fornat, and payenameric
propertis

+ Due o the infrequent use of these instruments and stated barriers our group began the
development of a new instrument fo prostate cancer (the *PCSS-QL") based on the.
structure, outcomes, and model of the validated lung cancer instrument, the LCSS.

+ To address the issues of insufficient time and resources for performing the QL and
patient reported outcome (PRO) evaluations, the PCSS-QL was designed to be used
with an inexpensive handheld pocket pc. In the experience with this format in lung
cancer, less than 2 minutes of patient time was needed; no extra physician time was
required. ¢

« Content validity is usually supported by a panel of experts (in this case 16 urologists,
medical oncologists and oncology nurses) involved in the particular construct of
interest. 56 _Additionally, a review of the literature serves o help in establishing the st
of items to be rated by the patients. After both a literature review and resulls were
obtained from the expert panel, the survey was constructed for submission o patients.

« The current study was undertaken as a new online method for obtaining patient input
from a large sample as part of the validation process.

Determining Issues of Importance for Patients with Prostate Cancer:

Results of a Web-Based Study in 2128 Patients with

Prostate Cancer for the Development of a Quality of Life Instrument, the Prostate Cancer Symptom Scale (PCSS-QL)

Study Objectives

To determine which quality of e issues in prostate cancer are of importance to
patients with this malignancy.

o obtain information from a large sample of patients, thus allowing subgroup analysis
representing treatment status.

To determine among the issues, which are ranked as having the greatest importance,

To use this information for establishing content validity in a quality offe and patient
reported outcomes questionnaire for patients with prostate cancer.

Design and Patient Recruitment

This methodological study used an online survey approach.

The established patient base of the web-based NexCura® patient information
resource was used Lo survey patients with prostate cancer. Patients who had
previously visited this website ura.com), and had registered, are routinely
asked if it is agreeable to contact them in the future. Such patients were then sent an
invitation o participate anonymously in this survey. If a patient agreed, he was then
sent a survey form for completion. No patient identifier was collected at anytime.

Selection criteria included any patient with current or a history of prostate cancer.
Caregiers were excluded. Demographic sraicatons ncluded sage o dsease,
prior radical rent treatment (none, hormonal,

Over a 3-day period, 2128 patients completed the anonymous web-conducted survey.
With this large response, no further recruitment of patients was conducted

In addition to a p: mto obtain d health-related
Varablos, paen were asked o rank 18 55065 on a &-pont scale aseessing e
importance of each item. Issues included general, prostate-specific, psychosocial
and summative items.

Instruments and Scoring

Two instruments were used in this computer-assisted survey:

Patient Information Form — The investigators developed a 10-item form to obtain
self-reported demographic and health-related information for the following: age, time.
t diagnosis, recurrence since completion of reatment,
presence of metastatic prostate cancer disease. Demographic stratifications included
stage of disease, prior radical prostatectomy, and current treatment (none, hormonal,
and non-hormonal)

Prostate Cancer Symptom Scale (PCSS-QL)

The investigators developed a 18-ilem qualty of lfe measure. The inital content
validity was based on a lterature review and on the results of deliberations of an
expert panel of 5 health care professionals. The Final step in the content validity
process was the survey of palients with prostate cancer. The plan is then o use an
inexpensive hand-held pocket PC to enhance feasibilty. The PCSS-QL is based on
the LCSS (a validted g cancer qualt o e and symptom assessment
instrument). Further informaiion on the LCSS can be found at wwi [css-ql.com and in
Telrences uoted i poser 14 1 the nsvuclons. ptenis were asked 10 rank
18 issues on a 5-point scale assessing the importance of each item (ranging

“Most Important” to “Not Important at AIF). The items were in the following categories:
general, prostate-specifc, psychosocial, and three summative tems (global
symptomatic distress, global activty status, and global qualiy of ).

Scoring of the results. The results were scored in several ways to allow different
uses of the information. First, a scoring system ranging from 0 to 400 was created,
with the highest score indicating the greatest importance as assessed by the patients.
The highest weighting was given to the ‘Most Important” category in calculating the
total score. The total scores for all patients are listed in the results Tables 1 -4, and
the individual issues are ranged from 1 to 18" according to the weighted total score.
Another demonstration of the results is by the ranking in the *Most Important” category
only; this 100 is listed in results Tables 1 - 4. Results Table 5 lsts the findings by the
percentage of patients who rated each item 1o be in the "Most Important” category, o
in the combined "Most Important” plus ‘Important” (the second highest response)
categories.

TABLE 1. Patient Characteristics (available on 9% of the 21
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TABLE 1. Patient Characteristics Continued

TIME SINCE DIAGNOSIS:
-

EXTENT OF DISEASE AT DIAGNOS!

PERCENT / (Number of Patients)

Localzed o Prostate w1725
Vetaatac o Localy Advanced I e
S I ET

TABLE 2. The 12 Top Ranked Items

Al Patients and by Subgroups

o recurrent disease, and by status-post radical prostatectomy)

ITEM ALL PATIENTS PEEEEE
2128) i
Rank by: Rank by: Rank by:
Total Score. “Most “Most t
Important” Important” Important”
Quality of Life 167) 1 1 1
Maintaining Independence 2(369) 2 2 2
Perform Normal Activ 3(360) 3 3 3
Burden to Others 447 4 4 4
Urinary Incontinence 5 (345) 5 5 5
Able to Sleep 6 (341) 5 5 6
Being Fatigued 7 (324) 10 10 )
Being Depressed 8(315) 7 8 8
Erectile Dysfunction 9(314) 8 7 7
Problems with Urination 10 305) 12 1 1
Distress from Symptoms 11 30a) 14 14 1
Having Pain 12(302) 1

TABLE 3. The 12 Top Ranked ltems

Al Patients and by Subgroups (metastatic disease, and by recel
recurrent disease)

monal treatment for

HORMONAL

ITEM ALL PATIENTS
(N=2128)
an Rank by:
Total Score. “Most
important”

Quality of Life

Maintaining Independence

Perform Normal Activities

Burden o Others

Urinary Incontinence

Able to Sleep
Being Fatigued

Being Depressed

Erectile Dysfunction

Problems with Urination

Disiress from Symptoms.

BlE|s|e|e]|~]|o|o]s|e]s]-

Having Pain

TABLE 4. The 6 Lowest Ranked Items

By: All Patients and by Subgroups (n

ITEM ALL PATIENTS
(N=2128)

Rank by: Rankby:
Total Score
Imporint

urrent disease, and by stat

radical prostatectomy)
Disease (OSTECTOMY
(n= 1385 =1010)
Rank by: Rank by:

“Most “Most
Important’ Important”

Having Anxiety. 13 (302) 12

1 1

Difficulty with S 14 @01 9 9 o
Having Diarrhea 15 (275) 15 15 15

16@74) 15 15 16
Having a Good Appetite 17 (265) 17 g 17
Having a Hot Fla: 18 (238) 18 18 18

TABLE 5. The 6 Lowest Ranked Items

Subgroups (metastatic disease, and by

ALL PATIENTS
(N =2128)

Rankby:
Total Score
important

iving hormonal treatment for

Rank b “Vost | Rank by
important” “Most
important

Having Anxiety. e 2

Difficulty with Sexuality

Having Diarrhea

Having Constipation

Having a Good Appetite

Having a Hot Flashes

TABLE 6. Percentage of the 2128 Patients Rating the Items in the

Top 2 Categories of Importance

=Y RESPONSE CATEGORY
Very Important

Very Important +
Importan

Quality of Life 76%

98%

Maintaining Independence

o7%

Perform Normal Activities

o7

Burden to Others

o0%

Urinary Incontinence.

o0%

Able to Sleep

Being Depressed

Erectile Dysfunction

Difficulty with Sexuality

Being Fatigued

Having Pain

Problems with Urination

Having Anxiety

Distress from Symptoms.

Having Diarrhea

Being Constipated

Maintaining an Appetite

Having Hot Flashes

Conclusio

* Thess resus represent th lrgestsurvey of sefreported patet ssues and
concernsfor prosaie cancer, Severalsubgroups by reament status and extentof
dsease were easly dentfed and orovide usstul comparisons o e (ol sample
hen a subgrous represented a smal pevremaqe ot toal, the rumber of
Patents mihe Susgroun was gonerdly -
= In general responses were aity simiar among subgroups wit uncional
issues being rated as among the most important by
- Some i 4 for those with metastat who rated sexual
d urinary issues lower than patients without recurrent prostate cancer, and
ot unexpectedly rated pain control as more important
- pethaps surprisingly,appetteand hot fashes (e ater even n those receiving
sonal treatment) were seen as less important issues, and the abilty o
Sleap vias ated nighty by all

« Strong support for content validity for the PCSS-QL was obtained through a large
panel o paents (2000¢) with rostate cancer whoraked her qualty of e

ta are similar (0 thos: 6-member panel of health
reaona m peious autvey conduod o e Come vy process.

- Aprospeciv il conpleing the
peychometi evaluation o
o i progrecs
— This tral uses the pocket pc
assistance o aidin feasiily s was
previously confimed wih the LCSS-
B I paents wih ung cancer (ngh
patlen and staff acceptaity.
requirement of only 2 minutes of
atient time and no additional
physician time)

« This approach of using a computer-
assisted survey for patients already
Tegistered on a it specifc web addre
may serve as a mods o raficly assessing
e patient samples Wit otver
albances Baaes on the I
Tespanse overjust 3 days, it appears that
patients ara wilng o provide Iput about
thei cancer experience. Brevity of the
scale and avoiding patient identifiers may
have helped this large and rapid response.
- Whie it mosthelpt 1o have
large patient sample, t
limitations to be cunsmeveﬂ it this

methodology, it c\eav\y ends toseect those patients with computer availability

and famlarty. inusing patnts who have previousy registered with ihe
lexcura® website, there could be a selection bias for those who seek out

informaton. This may partally explain why the fssue o aaing
independence was so highly rated by all patient subgroups.
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