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Clinical Case

A A 51 years old woman is suffering from secondary
upper Ilimb Ilymphoedema after a breast cancer
discoveredin 1996

A The therapeutic strategy consisted in surgery with
axillary lymph node clearance, radiotherapy and
chemotherapy

AThe « big arm », appeared immediately after
radiotherapy. Functionnal consequences,pain, and
aestheticproblemsare still observec

A The subject is treated by complexe decongestive
physiotherapy. The patient has to wear daily an elastic
sleeve




A Specific Quality ofkkire
Questionnaire for Upper Limpb
Lymphoedema iIs\Nieeded

A The existing classifications:for upperimb
lymphoedema (ULL), based on cedema
volume, underestimate disturbance

A Specific concepts of upper limb
lymphoedema are not assessed by generic

guality of life scales: NHP ,SIP,SES6



[Development.Stages of the
Specific HRQOLE Scale

APhase I: gualitative SUrVey (24 patients)

I collecting verbatims reports : 1 166
I formation of the bank of 70 questions

APhase Il: gquantitative Survey (@s4 patients)

I reduction to produce the initial guestionnaire : 28 items
I 1dentification of the dimensions

APhase Il ; validation study (304 patients)
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Coneceptual Domains
ofithe Instrument

A3 dimensions

I Physical (15 items)
I Psychological ( 7 items)
I Social ( 5 items)

A1l global index (27 items)



Characternstcs
ofithe Instrument

ASelfadministered questionnaire
ARating scales :-5 points likert scales

AMedian time to complete the
guestionnaire : 11°* 1 mn



The Quality o ltife’Seale
[0 Be Validated@zitems)

Psychological dimension

Physicalfunctioning :

1. Difficulties graspinghigh objects

16.

Feelingsad

2. Difficulties maintaining certain positions

17.

Feelingdiscouraged

3. Arm fells heavy

18.

Feeling dack of self-confidence

4. Arm feelsswollen

19.

Feelinglistressed

5. Difficulties dressing

20.

Feelingwvell in ones self

6. Difficulties getting tosleep

21.

Feeling avish tobeangry

7. Difficulties sleeping

22.Having confidence in the future

8. Difficulties graspingobjects

Social dimension:

9. Difficulties holdingobjects

23.Difficulty takingadvantage ojoodweather, in life
outside thénousde

10. Difficulties walking /heavyarm

24. Difficulty with personaprojectsholidays or hobbies

11. Difficulties washing

25. Difficulties in emotional lifewith spouse opartner

12. Difficulties taking publictranport

26. Difficulty in social life

13.Tingling, burning feelings

27.Fearful oflooking in apirror

14. Feelings o$wollen, hardtense skin

15. Difficulties in working relationshipsandtasks




Methods




Methods

A Design of the study

A Grades of patient severity

A Benchmark criteriae

A Arithmetic. of scores

A Evaluation of psychometric properties
A Statistical tests



[Design of the -Study

A Non randomized multicentric open study

A Inclusion criteria: patients suffering from
ULL secondary to breast cancer,
Age > 18 years

A Non-inclusion criteria; advanced cancer;
ongoing radiotherapy or chemotherapy,
signs of plexitis, past history of lymphangitis
< 2 months

A Number of evaluable patients ::301



Grades of Patient.-Severity

A Oedema not measurable
(>150 ml & < 300 ml)

A Clinical low volume oedema
(> 300 ml & <500 ml)

A Clinical medium volume oedema
(>500 & <800 )

A Clinical large volume oedema
(> 800)



Benchmark Crteria

A Oedema volume measurement

A Global Symptom Index ; G S| (heaviness, tension,

hardness frequency and severity)

APat i entcds Ar m - Comf or t
A Global Clinical Impression : GCI

A Generic quality of life scale :
SF36(s dimensionsPF-RP-BP-GH-VT-SFRE-MH



Arithmetic .01 SCores

A Volume : addition of cone trunks

A GSI (Global Symptom Index):
1 dimension and a: global score

A ACS (Arm Comfort Scale) :
1 dimension; transitional scale =, +,

A GCI (Global Clinical Impression):
1 dimension; transitional scale =, +, =

A ULL -27: 3 dimensions and a global score

A SF-36: 8 dimensions and no global score

Standardization of the dimensions S86, ULL 27, ACS
(Observed value min) / (max- min) x 100



Statistical Validation 1ests

A Intraclass correlation coefficients on stable
patients between DO and D28 - Cronbach
Alpha coefficientat DO

AP e ar sitenms@cale correlation coefficients
at DO . Stability of the factorial structure In
various populations

ASpear manos correl at.
ULL -27 scale and other scales on DO and by
grade

A Effect size



Statistical Valhidation 1ests

A Cronbach Alpha coefficient- Spearman

COIre

A Stabi
olojoly

ation coefficient

ity of the factorial structure in\various
ations

A Correlations between ULL scale and other
iIndicators on DO, D28 and by-grade

A Correlation between increments in the ULL
scale and other indicators between
DO and D28



Psychometric Norms

Properties

Statistical methods

Limits of
validity

Precision

Intraclass correlation coefficients
(ICC) on stable patients between
DO and D28

Cr o n b amdffidient at DO

0.80

>0.70

Internal validity

Pe ar s o nsoate correlagions
coefficients at DO

>0.40

External validity

Correlation at baseline between
clinical criteria and QoL scores
Spearman correlation coefficient

p <0.05

>0.40

Responsiveness
to change

Effect size

>0.40




Results




Results

ADescriptive parameters
APast medical history
Alnternal validity

A External validity

AResponsiveness to change



[Descriptive Parameters

AFinal analysis of-301 patients
AAge : 61.61+ 1.16 years
AHeight: 1.61+ 0.01 m
AWeight : 68.20+ 0.74 kg
ABody mass index »26.25% 0.27
AAll educational levels

A48.2 % of women were retired



Rast vieaical HiStory

A Surgical treatment for cancer and
lymph node clearance :98.6/.% of women

A Radiotherapy : 92 %
A Chemotherapy : 45 %
A Hormone therapy : 24 %

A Median time between surgery and
development of ULL: 17 months

A Length of history of ULL at
the time of the study : 61.45+ 10.58 months



Precision

A Reproducibility in stable patients (D0/D28)
I Physical dimension:  0.86 (p<0.001)
I Psychol. dimension: 0.80 (p<0.001)

I Socialdimension . 0.70 (p<0.001)
A Cronbach alpha coefficient

I Physical dimension : 0.93

I Psychol. dimension 0.86

| Social dimension 0.82

E Excellent reproducibility in stable patients



Internal \Validity:;

Multr =traits/Multi=items Matrix

PHYSICAL PSYCH. SOCIAL
STAGES DIMENSION DIMENSION DIMENSION
(15 items) (7 items) (5 items)

Internal
consistancy of 048-0.71| 0.42-0.77 0.55-0.71

items

Success rate
0 0 0
100% 100% 100%
Discriminatory
0.23-048 | 0.13-0.60 | 0.27-0.52
(rl>r2)

E Good internal consistency but a moderate discriminant validity



ExtermnalValidity o

Comparison of the ULL27)Dimensionnal’Scores
at DO Accross Severity Stages

STAGES

PHYSICAL

PSYCHOL.

SOCIAL

Stage 1-n=3(

65.27

62.05

71.50

Stage 2-n=4

57.17

61.72

63.83

Stage 3-n=6¢

51.74

61.64

63.53

Stage 4-n=9(

50.54

61.62

55.99

p (Anova)

0.008

0.99

0.02

E Good correlations between quality of
clinical stagesverify the clinical validity of the instrument

life scores and




External \Validity' /e :

Correlations between, the/ U2 ¢ Subscales
and the other.Scales at D0

Are statistically significant and > 0.40between

A Physical Dimension :
ACS (Arm Comfort Scale)- GSI (Global Symptoms Index=
all' SF36 subscale@xcept GH)

A Psychological Dimension :
SF36 (except PF and GH)

A Social Dimension :
VT - SF- MH (‘except PF RP RE BP and GH)



Responsiveness to Cnange:
Mean test.comparisons -hetween/(228 and DO

A ULL -27 Scale : significant statistical
differences for the 3 dimensions

A GSI (Global Symptoms Scale/ACS (Arm Comfort Scale)
\olume Index ; significant statistical
differences

A SF-36 Scale : not significant differences
for PF - RP - GH dimensions



Responsiveness tonChangs:

Correlations Between ncremental, changes/[228/D0

,& Channac in tha 1l | 27 Dhwveircal dAimancininathnioan

DO and D28 for improving patients are significantly
correlated with_ changes.in the GSIGlobal Symptoms
Scale) the ACS(Arm Comfort Scalejand the SF36
subscales : PF, BP

A Changes in theULL -27 Psychological dimensioare
correlated with changes in ACSArm Comfort Scale)
and in SF36 subscales : P=BP- VT i MH

A Changes in theULL-27 Social dimensiormre
correlated with the SF36 subscales : \\BF- MH

e

E These results confirm that ULI27 is sensitive to
change



