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ABSTRACT *

Background: I
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correlation of the LCSS-QL with the paper version; b) measure completion times; and c) ass
‘accepiabily of the LCSS-QL by patients, nurses, and physicians.

Methods: Patients were entered at 9 COMET clinics in Ontario. Al had: a) stage Il of IV NSCLC , b)
KPS > 60, 3) no prior chemotherapy. and 4) recelved iniial courses of docetaxel + platinu. 48 patients
‘completed both the paper and electronic form: ment, and with the next 4 chemotherapy cycles -
aper version with every other cycle). Characterisiics: 58% men; KPS (median 80%; range 60% - 10096);
age (median 71; range 47-81); Stage IV: 73%.

Results: The LCSS-QL had excellent acceptance by patients, nurses, and physicians. Patients required a.
‘mean of only 2.1 minutes (SD 1.58 min) to complete the LCSS-QL. Reliablty coeffcients usi
Cronbaci'saloha wereigh for e paper (03) and eectonic (056 versons. Corlaton coefcierts

for each of 3 methods used:
Pearoon  kachs Coneinion Coutiem, s chvcorcante. especive o e o scoe

Conglusions: 1 The
feasibilty, reliabi electronic LCSS g QL and PRO

I il s and i patent managerert. and 3 boh s paper and SeChont. LCSS versons
provide the same score for qually o ife.

nime, good

* Updated data are presented i the poster

BACKGROUND

e all agree that QL
this endpoint prospec

assessed

+ Valid QU instruments are available; however, low feasibilty in typical treatment settings remains a barier
t0 QL assessment.

+ The Lung Cancer Symptom Scale (LCSS) s a valdated and extensively used paper
measure based on a tested mode!

+ The LCSS has been converted into a computerized format for a simple hand-held
device (pocket PC).

, making it feasible 10 collect
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STUDY OBJECTIVES

L Totes id PC instrument,
LSS QLo et s o sppprene o e 1 il ane pnuenl management

2. To determine the correlation of the LCSS-QL with the paper version. f there is good correlation, then the
from prior exper the paper o

3. Toassess acceptabilty of the LCSS-QL by patiens, nurses, and physicians.

Lung Assessing Quality of Life (QL) and Patient Reported Outcomes (PROSs) in Clinical Trials and Clinical Practice: A Study Using a Hand-Held

Cancer

Computerized Form of the Validated LCSS Instrument in Patients with Non-Small Cell Lung Cancer (NSCLC)

PG Kuruvilla, MDY; H Krieger, MD
roup, 1 Grey Bruce Health Services, Ontario, Canada; 2

METHOD.

 This psychometic trial used a methodological design to evaluate the feasibily. reiabity, and validity of a
computer-generated QL instrument specific o paients with lung cancer ~ the Lung Cancer Symptom
electronic version (LCSS-QL).

Al patients

€. KPS 60, n0 prior and are receiving

docetaxel + platinum.

* Patients are entered in the community settings of 9 COMET Group clinics in Ontario, Canad.
+ 200 patients with non-small cel lung cancer are planned; 63 patients to date.

ol paper and electronic f .

other cycle). The final QL.

“The original paper VAS form is administered firs, folowe by the computer version to prevent bias of
for computer experience.

t use) two

occasions 0 each of the fist 80 patients (at baseline — visit 1; and at week 7  visit 3)

with the next 4

TABLE 1. Demographic and Disease-related Characteristics of the Sample
of Patients with NSCLC (N = 63)

Median or # Range or %

(a7-81)

Age Group.
<45 years o 0%
4572 years. a5 73%
>T72years 17 21

Gender
Male 35 s6%
Female 28 4%

Previous Experience With Computer 1 @-10r

Stage of Disease
lla 1 %
ilio w 2%
W a5 7%

Karnofsky Performance Status
0% 4 &%

8 13%
2 4%
20 3%
3 %

1s i both paper
Original paper version (LCSS)

ref #4 -qlcom list)
Patient version

- ltems measured on a 100-mm visual analogue scale (0=best score)

- Total score = mean of 9 flems

- Average symptom burden index (ASBI) = mean of 6 symptoms

Observer version

- 6 categorical scales

A new computer version (LCSS-QL)

~Preserves both the patient and the observer versions

- Hand-Held PC device using stylus pen

- Provid of time.

Demographic forms for the patient, observer, and the physician

Evaluation forms to capture time to completion and percepions of acceptabily (patient, observer,
physician)

L Zibdawi, MD?

Scarborough General Hospital, Ontario, Canada
ntario, Canada; 7 Aventis Pharma Canada, Laval,

Patient Versiol

Please place a mark.

JM Meharchand, MD*; H Solow, MD'
3 Southlake regional Health Center, Ontario, Cana

[SELELEN

LCSS Pain Scale Example

along the fine where it would best describe the symptoms.

of your lung cancer DURING THE PAST DAY (within the last 24 hours)

How much pain do you have?

None

NB Leighl, MD®

As much as it could be

Observer Version: LCSS Pain Scale Example

Directions:

Direct the inerview to separate lung cancer symptoms using the time frame of

DURING THE PAST DAY (within the last 24 hours)

Pain Score: 100 None
Ml

Moderate;
Marked;

Severe;

Present but either no medications required or only non
narcotic, non-codeine type oral agents

Pain control satisfactory of reasonable
Narcoic oral agents are required; pain control satisfactory,
or reasonable.

Narcotc oral medications required but pain control not
satistactory or parenteral narcotics are required

Lung Cancer Symptom Scale

PSYCHOMETRICS

FEASIBILTY:

CONTENT VALIDITY:

RELIABILTY:

CONSTRUCT VALIDITY:

CRITERION-RELATED
(CONCURRENT) VALIDITY:

CLINICAL SIGNIFICANCE:

NORMATIVE DATA:

Strengths from Testing

CHARACTERISTICS
v/ Short administration time.
v/ Low reading level required
v Easily understood

v/ Multi-center utility

v/ Oncology expert agreement
v/ Patient agreement

v items internally consistent
v Intra / interrater agreement
v/ Patient reproducibility

v/ Based on conceptual model
v/ Valid for LC patients with different extents of disease

v Compares well to “gold standards”
¥/ KPS and LCSS Observer scales used as anchors

v/ 673 LC patients from two North American cancer trials
(30 centers)

C Chin, MSc7; JA Stewart, MSc”; PJ Hollen, PhD,

oronto East General hospital, Ontari
5 University of Virginta, Charlottesville, VA; § NY Lung Cancer Ailiance, New York,
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ANALYSIS

 Multiple agreement methods are recommended to show support for convergent validiy.

Pearson  does not correct for systematic bias, but shown for comparison.

Analyses include:
1) Perceptions of ease of completion by patients, nurses, and physicians to assess feasibilty
2) Completion times to assess feasibilty
3) Cronbach alph:

2 rgence) paper 3
pris

5 (vot shown)

RESULTS

/ Feasibility A::snlanceo“he LCSS-QL by 63 patients, 10 nurses, and 10 physicians has been
excellent. As expected, previous patient experience with  computer (1=low; 10=high) is low (mean,
$5:502.57. Paten compleson ime s excelet (mean. 2.2 miues: S0 1.5

/ Reliabiliy: high for the paper (0.88) versions (see
Tate ). They meet Nunedly and Bt quideline for
than 0.70 for new meastires and 0.80 fo existing measures.
/ Validity: M the peper and i forms were In near
v methods, including Tables 2

&3)

TABLE 2. Electronic a
(LCSS) Scores and Iten

Paper Formats for Lung Cancer Symptom Sca

Electronic

Paper
Means (SD) Means (SD)
(N=63) (N=63)

32,94 (18.09)
2841 (17.15)
32.36 (26.02)
41,99 (25.49)
26,60 (23.63) 26,99 (24.26)
36,01 (28.28) 37.57 (30.55)

7.79 (13.80) 675 (15.89)
2573 (24.92) 22,00 (24.59)
36,74 (26.36) 35.51(27.29)
45,00 (26.68) 4481 (30.84)
44,17 (26.06) 4388 (28.53)

323117.60)
21.75 (16.07)
29.49 (26.60)
43,68 (26.30)

Global HRQL

Canada; 5 Mavkham Stouffville Health Center, Ontario, Canada; 6 University of Toront

TABLE 3. Electronic and Paper Formats for Lung Cancer Symptom Scale
)

(LCSS) Scores and Items: Agreement Results (

Less pearson | 1oz | Lins | Lower  Upper TR ronbach

R coct eswz  oswnz [NV Alpha.

o ar Hand Paper
NA NA
A NA
087 083
086 082
o8 083
087 083
Hemoptysis X X X 00 085
Pain X X X 088 083
Sympiom Distress % % X 087 081
Normal Activities 087 081
lobal HRQL o o
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ELECTRONIC
« Qualiy of L . by using a hand-held
Gomputer and immeciate graphic repors
« Convergence between the two formais s high, and exising psychometrc properties fo the orginal
by the equaly o the measures of concordance.
« The high acceptance rate by patients and professionals,the rapid completion time, and
poychomeric propertes (feasibilty, eliabilty, and valiy) confim that he electronic LCSS s vald and
pracicalfor evaluating QL and in clincal rials and
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