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Background

]

* Bone metastases are a frequent complication in the
oncologic population

* Painisthe most common symptom requiring treatment

* Skeletal related events:
— 10-20% fractures of weight bearing bones
— 10-15% hypercalcaemia
— 5% spinal cord or nerve root progression

* Successful management of bone metastases
— Reduce skeletal complications
— Maximize patient quality of life (QOL) Sunnybrook
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Background

* Treatment options have expanded
— Newer generation of bisphosphonates
— Increased use of orthopaedic surgery
* Advances have increased life expectancy
— Breast and prostate patients with metastases (average 2-5
years)

* Great need to monitor not only benefits, but also
side effects of these treatments

Sunnybrook
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Background

* Previous clinical trials on bone metastases have
largely focused on objective endpoints:

— Analgesic consumption

— Hypercalcemia
— Pathological fracture

s Spinal cord compression Y
— Use of surgery and radiation

=

Skeletal Related
Events (SRE)

* \WHO describes health as “not merely the absence
of disease or infirmity, but a state of physical,
mental and social well-being”

Sunnybrook
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Background

]
* |npaliativetrials QOL isamaor endpoint

* QOL issubjective:
— Reflects functional status, psychosocial well-being, health and disease
perceptions, disease and treatment related symptoms

— Incorporates expectation, satisfaction, value system and many aspects
of apatient’slife

— Important consideration when making treatment related decisions

* |mportant to understand the impact of disease and
treatment through patient’ s experiences

* QOL instruments for patients with bone metastases

are lackin
J S& Sunnybrook
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ODbjective

* Todevelop a set of robust items and scales for assessing
quality of lifeissues not sufficiently covered by the EORTC
QLQ-C30 core questionnaire and considered to be relevant
for cancer patients with bone metastasesin clinical trials.

* Specific ams- to develop the QOL items addressing:
— Disease symptoms related to bone metastases or its diagnosis,

— Side effects, complications and other issues related to treatment of bone
metastases and,;

— Additional quality of life dimensions that are relevant across diagnosis
and treatment modalities in the management of bone metastases
S& Sunnybrook
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’ M ethods

Modul e development — 4 Phases

Phase 1 - Generation of relevant QOL issues

Phase 2 - Operationalization of the QOL issues
Into a set of items

Phase 3 - Pre-testing the module questionnaire

Phase 4 - Large-scale international field testing

Sunnybrook
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Phase |

Generation of relevant QOL Issues
1) Literature search

Medline (1966-2005) and Psychinfo (1966-2005)

Keywords. Bone Neoplasms/Bone Metastases combined with
Quality of Life; Quality of Life with Terminal Cancer

377 records (246 and 131 respectively)
42 articles evaluated QOL in patients with bone metastases

EORTC QLQ C30; Brief Pain Inventory; Functional Living Index-
Cancer (FLIC), FACT, Hedth Related Quality of Life (HRQOL),
SF-36 health survey, social support list, global quality of life
measure and/or performance status scores such as KPS, ECOG or

WHO 2& Sunnybrook
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Phase |

1) Literature search

Previoudly developed EORTC disease-specific modules
—  QLQ-MY 20 was especially helpful
Barton et al article

— “Padlliative radiotherapy of bone metastases. an evaluation of outcome
measures’

—  Offered patient’ s perspective on the impact of metastases and
radiotherapy treatment on daily life and psychological, emotional and
social functioning, treatment expectations and outcome eval uations,
prioritiesin daily living and concern regarding symptoms and side
effects of treatment bone metastases

S& Sunnybrook
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’ Phase |

2) Interviews
— Quadlitative
— Toronto Sunnybrook Regional Cancer Centre

— Patients: bisphosphonates and/or systemic therapy; radiation
therapy; orthopaedic intervention; palliative symptom control

— Health care professionals (HCPs): radiation oncology; medical
oncology; palliative care services, orthopaedic surgery; nursing;
radiation therapy; pharmacy; psychosocial-spiritual care

— Between May — July 2005, 20 patients and 52 HCPs were
Interviewed

— Patients and HCPs generated 100 and 134 quality of life issues
respectively S& Sunnybrook
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* |ssueswere pooled and grouped into similar
themes

* Fina list: 61 QOL issues
— Symptoms (13)
— Functions (15)
— Side effects of treatment of bone metastases (3)
— Psychosocial issues (27)
— Treatment expectations (2)
— Other (1)

Sunnybrook
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QOL Questionnaire

1) Please indicate for each experience separately. the
extent to which you have had it during your illness,

i1) Include this
1ssue on the

QUALITY OF LIFE on a scale of (1) "not at all" to (4) "very much." e )
questionnaire’
ISSUES .
= Very (cirele Yes or
NotAtAll | ALitde | Quitea ery No for each
a @ Bit Much item)
(3) (4)
SYMPTOMS
1 Lu.ug—term (or chromic) 1 5 3 4 Yes No
pain
2 bhort—tenp (or acute), 1 2 3 4 Yes No
severe pain
3 Pam at rest (1.e. when 1 2 3 4 YVes No
s1tting)
| Pain with activity (1.e. 5 -
& when walking) . B ? = s e
Pain aggravation with
5 | movement or weight- 1 2 3 4 Yes No
beaning
Uncontrolled.
6 | unmanageable pain not 1 2 3 4 Yes No
relieved by pam killers
2 Pain at night preventing 1 2 3 4 Yes No
sleep
8 | Aches and stiffness 1 2 3 4 Yes No
9 | Lack of energy 1 2 3 4 Yes No
10 | Numbness 1 2 3 4 Yes No
11 | Tingling 1 2 3 4 Yes No
12 | Burning Sensation 1 2 3 4 Yes No
13 | Postural problems 1 2 3 4 Yes No
FUNCTION
14 Llrmt.ed movement due 1 2 3 4 Ves No
to pain
Difficulty planning
15 | activities outside the 1 2 3 4 Yes No
home
Difficulty traveling
outside the home (1.e.
16 | using public 1 2 3 4 Yes No
transportation, driving.
sitting in car)

[S=]

1) Please indicate for each experience separately. the 11331;:;1:?16 rltl]ils
extent to which you have had it during your illness, final
QUALITY OF LIFE on a scale of (1) "not at all" to (4) "very much." o
ISSUES questionnaire?
’ Quite a Verv (circle Yes or
Not At All A Little o ‘ No for each
o @ Bit Much item)
3) @
FUNCTION (continued)
Dafficulty in carrving
17 out me;ningful activity 1 o 3 4 Ves No
(including - - -
employment)
18 Able to perform self- 1 2 3 4 Ves No
care
19 Able to return to work 1 2 3 4 Yes No
promptly
Difficulty carrying out
usual daily tasks (1e
20 | grocery shopping, work 1 2 3 4 Yes No
outside the home,
housework)
21 | Dafficulty bending 1 2 3 4 Yes No
22 | Dafficulty lifting 1 2 3 4 Yes No
23 | Dafficulty standmng up 1 2 3 4 Yes No
24 Difficulty climbing 1 2 3 4 Ves No
stairs
25 | Dafficulty sitting 1 2 3 4 Yes No
26 | Diafficulty lying in bed 1 2 3 4 Yes No
27 | Dafficulty lying flat 1 2 3 4 Yes No
28 | Ability to have sex 1 2 3 4 Yes No
SIDE EFFECTS FROM TREATMENT OF BONE METASTASES
29 | Drowsiness 1 2 3 4 Yes No
30 | Confusion 1 2 3 4 Yes No
31 | Dizziness 1 2 3 4 Yes No
PSYCHOSOCIAL
Able to perform role
32 funcnomug (1nc1u§1ng 1 ) 3 4 Ves No
domestic and family
roleg)
13 Feeling socially 1 2 3 4 Ves No
1solated
3




QOL Questionnaire

QUALITY OF LIFE

ISSUES

1) Please indicate for each experience separately. the
extent to which you have had it during your illness,
on a scale of (1) "not at all" to (4) "very much."”

ii) Include this
issue on the
final
questionnatre?

QUALITY OF LIFE

ISSUES

1) Please indicate for each experience separately. the
extent to which you have had it during your illness,
on a scale of (1} "not at all" to (4) "very much "

1) Include this
issue on the
final
questionnaire
(circle Yes or

9

- - (circle Yes or } . Quite a Very el
NotAtAll | ALittte | Quited Vvery No for each Not At All | A Little e o Bt No for each
1 . Bit Much S 8)) ) : item)
1) (2) ) ) ) (3) (4)
PSYCHOSOCIAL (continued) PSYCHOSOCTAL (continued)
Strensthened 52 | Worry about the future 1 2 3 4 Yes No
34 | relationships with 1 2 3 4 Yes No = | Worry about becoming - - -
33 - = N
family and friends "~ | bed-bound . B ? . M= e
35 | Have a clear, alert mind 1 2 3 4 Yes No Worry about disease
Feel in control L ———"
36 . : 1 2 3 4 Yes No 54 | deterioration in 1 2 3 4 Yes No
positive, and confident condition, and future
37 Hop§ to live as long as 1 2 3 4 Yes No complications
EO?SIbIe : Worry about running
o eluctance to use pain - N out of medical R .
* medication ! _ i N Yes o E treatments . e N e e Be
N R | R =
£ 56 | Worry about 1 2 3 4 Yes | No
40 | Anxiety 1 2 3 4 Yes No hospitalization
- Worry about ending
: 2 J : S
41 | Frustration 1 - 3 4 Yes No 57 | days in a hospital or 1 2 3 4 Yes No
42 | Mood changes 1 2 3 4 Yes No nursing home
Emotional stress of 58 | Worry about death 1 2 3 4 Yes No
43 | diagnosis of advanced, 1 2 3 4 Yes No TREATMENT EXPECTATIONS
incurable cancer — - -
Hope for sustained pain
= : ) - N -
44 In.creasec} focus on 1 5 3 4 Yes No 59 | relief (reduce pain \for 1 2 3 4 Yes No
spiritual 1ssues as long as possible)
- - Hope treatment will
Loss of mterest in 60 d ; 1 " . 4 v N
43 | activities you normally 1 2 3 4 Yes No feduce pain as much as - 2 =8 e
. possible
— OTHER ISSUES
46 | Loss of interest in sex 1 2 3 4 Yes No ——
61 Financial burden due to 1 o a 4 v N
47 | Worry about pain 1 2 3 4 Yes No the illness = & == LI
48 | Worry about suffering 1 2 3 4 Yes No
Worry about loss of
49 | mobility compromising 1 2 3 4 Yes No
independence
50 Worry about becoming 1 2 3 4 Yes No
dependent on others
31 Worry about current 1 2 3 4 Yes No
health status
5




QOL Questionnaire

iv. Ifyvou circled “yes” for more than 10 issues (in part ii), please indicate whic
(from the abowve list, issues #1 to £61) affect the QOL of patients with bone metastases most
profoundly, that we should definitelv include in the final questionnaire.

(Ttems do not need to be ranked)

f)

f)

g %

g

h)

hy#

o

i) #

N E

D #

PART B:

The following 3 pages contain an existing questionnaire that asks you about vou and vour
health. These questions may be of value for all those patients who have cancer. Could you
please read these questions?

(WNOTE: Please do not answer these questions. We would just like vou to read the

questions’).

You may have had soms other experiencesfthat are not included in this questionnaire or in the

previous questionnaire (that 1s the list of 1ssues vou just rated).

1. Can you think of anything else that vou have experienced or had to cope with during
vour illness with bone metastases that is not included in these questionnaires?

2 If ves, please name each of these experiences.
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* Sites:
Toronto Sunnybrook Regional Cancer Centre (TSRCC)
Canada<— Princess Margaret Hospital (PMH)
Tom Baker Cancer Centre (TBCC)
— Liverpool Hospital (Australia)
— Charité Hospital (Universitdtsmedizin Berlin, Germany)

Sunnybrook
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* Eligibility:
— Patients with radiographic evidence of bone

metastases regardless of their primary cancer
Site, age or gender

HCPs involved with the care of bone metastases
natients

nformed consent

—Only English speaking in Canada and Australia

Sunnybrook
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Demographics— Patients

N=330
Site:
Toronto Sunnybrook Regional Cancer Centre 131 (40%)
Princess Margaret Hospital 132 (40%)
Tom Baker Cancer Centre 67 (20%)
Age (years):
Median 63 (30-92)
Gender:
Female 186 (57%)
Male 144 (43%)
Primary Cancer Site:
Breast 132 (40%)
Lung 66 (20%)

[
Prostate 33 (10%) sa Sunnybrook
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Canada

Top 10 QOL Issues— Patients

QOL Issue

Freq.

%

3 | Difficulty carrying out usud daily tasks 121 304 40
4 Worry about loss of mobility compromising 112 204 37
independence
5 | Difficulty in carrying out meaningful activity 102 303 A
6 | Ableto perform sdf-care 96 303 32
6 | Ableto perform role functioning 96 304 32
‘ Worry about disease progresson, deterioration in
. condition and future complications i S e
9 | Financid burden dueto theillness 80 304 26
10 | Lack of energy 71 303 23




? g“ Canada
Demographics- HCPs

N=115
Site:
Toronto Sunnybrook Regional Cancer Centre 45 (39%)
Princess Margaret Hospital 47 (41%)
Tom Baker Cancer Centre 23 (20%)
Specialty:
Radiation Oncologist 39 (34%)
Nurse 30 (26%)
Medical Oncologist 22 (19%)
Palliative Care Physician 12 (10%)
Social Worker 5 (4%)
Others 7 (6%)

2& Sunnybrook
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Canada

Top 10 QOL Issues- HCPs

QOL Issues

N

%

Ableto perform sdlf-care

108

61%

Short-term (acute) pan reief

3 Long-term (chronic) pan relief 61 107 57%
3 t)J ;ggr;[rﬁ”gds unmanagesble pain relieved 62 109 5704
5 Pain a night preventing deep 56 107 52%
6 Limited movement due to pan 48 108 41%
7 Pain a rest 46 107 43%
8 Hope for sustained pan relief 45 109 41%
Able to perform role functioning 44
10 Difficulty carrying out usual daily tasks 43 108 40%




Canada

Difference in Perspectives

EE
61 | Petient
5 mHCP
-
Number of
issuesrated in 37
Top Ten
op 5.
1_
O_
N R
58 B @ 25 G
-
£ ¢ 3 2 8%
) = 5
Qudlity of lifeissues 5& Sunnybrook
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Demogr aphics - Patients

N=42
Age (years):
M edian 62 (85-34)
Gender:
Female 29 (69%)
Male 13 (31%)
Primary Cancer Site:
Breast 24 (57%)
Lung 8 (19%)
Prostate 3 (13%)

Sunnybrook
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Liverpool

Top Ten QOL Issues - Patients

'
Rank QOL Issues Freq. N %
- Long-term (or chronic) pain 18 40 45%
2| Difficulty carrying out usua daily tasks 17 40 43%
2| Hope treatment will reduce pain as much as possible 17 40 43%
4 Ablet_o perform self-c_:are | | 16 40 40%
4 E;qngélr ond dressof diagnods of advanced incurable 16 40 40%
4 | Worry about loss of mobility compromising 16 40 40%
independence
7| Worry about becoming dependent on others 14 40 35%
8 | Difficulty in carrying out meaningful activity 13 40 33%
8 | Hopefor sustained pain relief | | | 13 40 33%
10 IL(J”r;g:)sntrolled, unmanagesble pain not relieved by pan 12 40 30%
0 | wirserimlivssioes s 12 40 30%
10 | worr min -boun 12 40 30%



? g“ Liver pool
Demographics- HCPs

N=26

Specialty:
Medical Oncologist 24% (N=7)
Radiation Oncologist 24% (n=7)
Palliative Care Physician 21% (n=6)
Orthopedic Surgeon 21% (n=6)
Nurse 10% (n=3)

2& Sunnybrook
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Liverpool

Top Ten QOL Issues- HCPs

N
Rank QOL Issues Freq. | N %
pain killers
3 Limited movement dueto pain 14 26 | 54%
4 Pain a rest 13 26 | 50%
4 Pain with activity 13 26 | 50%
I 6 Long-term pain 12 26 | 46% I
7 Short-term pan 11 26 | 42%
7 Pain at night preventing deep 11 26 | 42%
7 Drowsiness 11 26 | 42%
10 | Ableto perform role functioning 9 26 | 3%
10 | Reluctance to use pain medication 9 26 | 35%




L iver pool

Differencein per spectives

N
6 | Patient
5 mHCP
4_
Number of
issuesrated in 3
Top Ten
op 5.
1_
O_
e 5§ B pf B
2 2 5 § g O
-}
£ ¢ 3 2 8%
0 - X
Quidity of lifeissues Sunnybrook
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Demographics - Patient

N =41
Age (years):
M edian 66 (53-84)
Gender:
Female 24 (59%)
Male 17 (41%)

Primary Cancer Site:

Multiple Myeloma 37 (90%)
Breast 4 (10%)

Sunnybrook
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Charité

Top Ten QOL Issues - Patients

Rank QOL lIssue Freq. N %

1 Worr_y_ about disease progression, deterioration in 17 o7 | 63%
condition and future complications

2 Hope to live aslong as possible 16 27 | 59%

3 Able to perform role functioning 15 27 | 56%

4 Long-term (chronic) pain 14 27 | 52%

4 Hop_e treatment will reduce pain as much as 14 o7 | 5004
possible

6 Worry about loss of mobility compromising 13 o7 | 48%
independence

6 Worry about ending days in ahospita or nursing 13 o7 | 48%
home

8 Limited movement dueto pain 12 27 | 44%

8 Difficulty traveling outside the home 12 27 | 44%

8 Difficulty carrying out usua daily tasks 12 27 | 44%

8 Hope for sustained pain relief 12 27 | 44%




’ g“ Charité
Demographics- HCPs

N=11

Specialty:
Medical Oncologist 3 (27%)
Hematol ogist 8 (73%)

Sunnybrook
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Charité

Top Ten QOL Issues- HCPs

T
Rank QOL Issue Freq. | N %
1 Ableto perform sdf-care 8 11 | 73%
5 ggﬁokri\ﬁ;or!dole, unmanageable pain not relieved by v 11 | 6%
3 Pain at rest 6 11 | 55%
4 Long-term (chronic) pan 5 11 | 45%
4 Pain with activity 5 11 | 45%
4 Pain at night preventing deep 5 11 | 45%
4 Limited movement dueto pan 5 11 | 45%
4 Difficulty carrying out meaningful activity 5 11 | 45%
4 Difficulty carrying out usud daily tasks 5 11 | 45%
4 Feding socidly isolated 5 11 | 45%




¥ \ Charite
Differencein per spectives

X
6 m Patient
el mHCP
4
Number of
issuesrated in 3-
Top Ten
op o
1_
O
£ 5 § % gb 2
2 T § 4§ By B
o
S 2 g g Bt
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Overall

Top Ten QOL Issues - Patients

Rank QOL Issue Freg. | N %
1 Long-term (chronic) pain 156 | 370 | 41%
2 Difficulty carrying out usua daily tasks 150 | 371 | 40%
3 Worry about becoming dependent on others 146 | 370 | 39%
4 Worry about loss of mobility compromising 141 | 371 | 379

independence

Worry about disease progression, deterioration in 0
2 condition and future complications || il ] e
5 Able to perform sdf-care 123 | 370 | 33%
7 Difficulty in carrying out meaningful activity 121 | 370 | 32%
8 Able to perform role functioning 121 | 371 | 32%
9 Financid burden dueto theillness 92 371 | 24%
10 Hope trestment will reduce pain as much as 89 371 | 24%

possible




Overall

Top Ten QOL Issues- HCPs
i

Rank QOL Issue Freq. | N %
1 Ableto perform sdf-care 90 145 | 62%
5 IEJar‘)rc];okri\Itlr(;r)S , unman e pan not relieved by 89 146 | 61%
3 Long-term (chronic) pan 78 144 | 54%
4 Short-term (acute) pan 76 145 | 52%
5 Pain at night preventing deep 72 144 | 50%
6 Limited movement dueto pain 68 145 | 47%
7 Pain at rest 65 144 | 45%
8 Pain with activity 59 144 | 41%
9 Ableto perform role functioning 57 145 | 3%
10 | Difficulty carrying out usua daily tasks 52 145 | 36%




Difference in Perspectives

Number of
issuesrated in

Top Ten

Q B N @ A @ @

S/mptoms

Function

Yde Effects

Treatment
Expectations

:
2

Qudity of lifeissues

Other

Overall

| Paient
mHCP



Difference in Perspectives

N
Patient HCP
Rank QOL Issue Rank
1 Long-term (chronic) pan 3
2 Difficulty carrying out usual daily tasks 10
3 Worry about becoming dependent on others 20
Worry about loss of mobility compromising
4 ) 22
independence
Worry about disease progression, deterioration in
5 o o 16
condition and future complications
6 Able to peform sdf-care 1
7 Difficulty in carrying out meaningful activity 12
8 Able to perform role functioning 9
9 Financid burden dueto theillness 18
10 Hope treatment will reduce pain as much as possible 17




Difference in Perspectives

E

HCP Patient

Rank QOL Issue Rank
1 Ableto perform sdf-care 6
5 U_ncontrolled, unmanageable pain not relieved by pain 14

killers

3 Long-term (chronic) pain 1
4 Short-term (acute) pain 24
5 Pain a night preventing deep 29
6 Limited movement dueto pan 20
7 Pain at rest 38
8 Pain with activity 26
9 Able to perform role functioning 8
10 | Difficulty carrying out usud daily tasks 2




? Yo

Summary

* Toptenswere very similar between the countries

* |ssuesin Common
— Long term (or chronic) pain
— Ableto perform self-care
— Difficulty carrying out usual daily tasks
— Able to perform role-functioning
* |ssuesrelated to pain
— HCPs 7 of 10
— Patients 2 of 10

* 55/61 items did not have statistically S|gn|f|cant
differences between HCP speciaties & Sunnybrook
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Decision Rules

1) mean score of patients' quality of life (1-4):
<2.5VS. = 2.5

2) prevalence ratio of patients' quality of life (1, 2 vs. 3,
4): < 30% vs. = 30%;

3) range of patients quality of life (1-4):
<2VS 22

4) priority patients (say ‘yes infinal questionnaire):
<1/3vs. > 1/3; and

5) priority HCPs (say ‘yes infinal questionnai re):
<l/3vs.21/3 Sunnybrook
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Decision Rules

| nclusion:

1) Decision rank (1-5) > 3
— 23 items

— 9 issues with low decision rankings were included because:

(1) they were ranked within the HCPs' top ten (items 3, 6 and 7)
(2) examplesin other issues (items 21, 23, 24, 25 and 26)

(3) item 33 was included because investigators felt there should be
some mention of social/family life, however “able to perform role
functioning” was already included in the QLQ-C30

2) Additional issues selected mor e than twice by HCPs and
patients in Part B of questionnaire

— Uncertainty about the future & treatment 2% Sunnybrook
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Decision Rules

Exclusion:
—Decisionrank (1-5) < 3
— 38 items (-9)
—Too similar to QLQ-C30

—5items

Sunnybrook
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Decision Rules

61- EORTC
| tem | ssue QLQ-C30 Question
# guestion #
9 | Lack of energy 18 Were you tired?
Do you need help with egting,
18 | Ableto perform sdf-care 5 dressing, washing yoursdlf or usng
thetoilet?
Difficulty carrying out usud
20 daily tasks (i.e. grocery 6 Were you limited in doing ether your
shopping, work outsde the work or other daily activities?
home, housework)
Able to perform role Has your physica condition or
32 | functioning (including domestic 26 medical treatment interfered with
and family roles) your family life?
Have you had difficulty in
35 | Haveaclear, dert mind 20 concentrating on things, like reading

anewspaper or watching televison?




7 NZ AR

Decision Rules

Exclusion:
—Decisionrank (1-5) < 3
— 38 items (-9)
—Too similar to QLQ-C30
—5items
— Not specific to bone metastases

— 3items

Sunnybrook
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Decision Rules

Category | ncluded Excluded Total
Symptom 7 6 13
Function 8 8 16
Sde Effects of Treatment 0 5 2
of Bone M etastases
Psychosocial 7 20 27
Treatment Expectations 2 0 2
Other 0 1 1
T otal 24 37 61

+ Uncertainty about the future & treatment

Sunnybrook
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Operationalization

* Formatted in accordance with EORTC templ ates:

1) questions arranged for “during the past week;”
2) phrased in the “have you had” format

3) measured on a4-point scale from (1) “not at al” to
(4) “very much”

* EORTC Quality of Life ltem Bank
— 450 validated items

Sunnybrook
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Derived | Module - Rephrased/Reason removed or
ltem _ Decision
from: Ques. # added
Have you had pan in your back? | Item Bank MY 32 Add
Have you had pain in your leg(s)
or hip(s)? Item Bank MY33 Add
Have you had pain in your arm(s) ltem Bank MY24 Add
or shoulder(9)?
Have you had pain in your
buttock(s)? [tem Bank CR36 Add
" Have you had pan in your chest or ribs?
AlEsRBININED pEln I ous Eress [tem Bank MY 35 f‘dﬂrggé Rib pan isaggnificant problem for bone
P metastases patients.
Have you had uncontrollable, Smilar to Have you had pan that was not relieved
unmanagesble pan tha was not ltem Bank H&N61 | Rephrase | by pankillers?
relieved by painkillers? Wordy
e : , Have you had difficulty performing your
Have you had difficulty in Smilar to :
carrying out meaningful ectivity? | Item Bank GbAe REDIIEEE g?,ﬁgd s s
Smilar to Have you felt isolated from those close to
Have you felt isolated? HDC56 Rephrase | you (i.e. family, friends)?
Item Bank : o
Smilar, more specific
, , Have you been thinking about your
Have you been worried about Smilar to )
your current hedth? Item Bank e REQIITEES g%ﬁ?
Have you worried about your : _
cancer gettingworse and causng | Smilar to MY54 Reohrase E‘:ﬁﬁg\/ A EwOLE oL s =i 1
more hedth problemsin the [tem Bank P '

future?

Smilar




P\
’ Pilot Testing

* QLQ-BM22 (September 8, 2006 version)

N=31
Site:  TSRCC 15 (48%)
PMH 16 (52%)
Age (years):
Median 61 (38-82)
Gender:
Female 16 (52%)
Male 15 (48%)
Primary Cancer Site:
Breast 10 (33%)
Multiple Myeloma 8 (26%) Smi nybrOOk

when itmatters

Prostate 6 (19%) MOST
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Pilot Testing

* Oveall, patients felt the BM 22 was worded
appropriately and addressed the most important issues
relating to bone metastases

Sunnybrook
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EORTC OLO —BM22

Patients sometimes report that they have the following symptoms or problems.
Please indicate the extent to which you have experienced these symptoms or
problems during the past week. Please answer by circling the number that best

-apphesto-yot:
During the past week have you had pain
in any of the following parts of your body?

Muchn your back?

2. inyour leg(s) or hip(s)?
4

3. inyour arm(s) or shoulder(s)?
4

4. inyour chest or rib(s)?
4

5. inyour buttock(s)?

During the past week:
6. Haveyou had constant pain?
7. Haveyou have intermittent pain?

8. Haveyou had pain not relieved by pain
medi cations?

9. Have pain while sitting or lying down?

aN | [ [ VN -G PRy NN e R v e

Not at

A Quite Very

2
1

All

3
2

Little aBit
4
3



During the past week: Notat A Quite Very
All  Little aBit Much

12. Have you had pain with activities such as bending 1 2 3
4
or climbing stairs?
13. Haveyou had pain with strenuous activity 1 2 3 4

(e.g. exercise, lifting)?
14. Haspain interfere with your sleeping at night? 1 2 3 4

15. Have you had to modify your daily activities? 1 2 3
4

16. Haveyou felt isolated from those close to you 1 2 3 4
(e.g. family, friends)?

17. Have you been thinking about your illness? 1 2 3 4
18. Haveyou felt hopeful your pain can get better? 1 2 3 4
19. Haveyou felt positive about your health? 1 2 3 4
20. Have you worried about loss of mobility because 1 2 3 4

of your illness?

21. Haveyou worried about becoming dependent on 1 2 3 4
others because of your illness?

22. Haveyou worried about your health in the future? 1 2 3 4



Sy

A
Scoring

| Ssues.

* Q1-5 form apain scale and therefore the scores can
be added to reflect patient’ s condition

* Reverse scoring of positively phrased questions (18,
19)

—QLQ-BR23, QLQ-MY 24, QLQ-OES18 and QLQ-0OV?28
have positively phrased questions
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Phase |l ||

Pre-testing

* |dentify and solve potential problemsin the
administration of the questionnaire (e.g. the phrasing
and segquence of the questions)

* Determine the need for additional questions or the
elimination of others

* Determine the overall degree of eliciting attention and
Interest

Sunnybrook
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Phase |1l Questionnaire

Phase III- Pre-testing (uestions-BEW 22 — Patient Demographics

Patient Study ID: Date of interview: o

ddfmm ey

Patient Initials: E#: DOE:. [ MF

ddimmiyrrmy

Clinic (circle): RAD ONC  MED QNC PAL RAD OUTPT INPT OTHER:

Primary: Date of diagnosis: [
STy
Sites of Metastases: 0O Bone O Soft Tizsue 0O EBrain Date of diagnosis: !
O Lungs 0O Liver O Otheris): (date of bone mets diag) mmf yyyy

Skeletal Related Events: O Pathological fracture {CurrentPast) O =pinal Cord Compression (Current/Past)
(if yes, circle past/present) 0 Hyper Cat (Current/Past)

TREATMENT:

Chemotherapy: NO YES Ocurrently O <3months 0O 3-6months O =6 months ago Type:
Surgery: NO YES Ocurrently O <3months 0O 3-6months O >6 months ago
Radiation: NO YES Ocurrently O <3months 0O 3-6months O >6 months ago
Bisphosphonate: NO YES 0Ocurrently 0O <3months 0O 3-fimonths 0 >6 months agn Type:
Hormone: NO YES Ocurrently O <3months 0O 3-6months O =6 months ago Type:
Is further Chemotherapy planned? O Tes O No 0 Tnknown

Is further Surgery planned? O Tes O No 0 Tnknown

Is further Radiation planned? O Yes 0 Mo O Tnknown

Is further Bisphosphonate planned? O Yes O Mo O Tnknown

Is further Hormone planned? O Yes O Mo O Tnknown




Phase |1l Questionnaire

Phase IT1I- Pre-testing Questions-BW 22 - Interviewer guide

0. [ zeethat pain limited vour ability to rest during the past weels (2-4)

SUNE Coryecty

S LE COrrec

Can wou tell me about thiz problemn?

Can you tell me about this (ability)?

Dro wou think that this problem iz related to bone metastases?

Do you think that bone metastases or its treatment has affected in any sense your ability to rest?

Did you have any difficulty in replying to this question?

Drid you have difficulty in replying to this question?

Did you find this question annoying/c onfusing/upsetting?

Diid you find this question annoying/confusingupsetting?

How would you have asked this question?

[ see that vou did not have pain in your back during the past wesle (1)

Howr would wou have asked this question?

i e o . o
!sﬁs cm’ra:t.i

S1E COrrecty

Have you ever experienced this problem before last wesk?

Can you tell me about this (ability)?

[f yes, do you bave any idea if that had sormething to do with bone metastases or its treatrnent?

Were yvou ever litnited in your capacity to rest before last weele?

If yes, can you tell me about thiz problem?

If wee, do you have any ideas if that had something to dowith your cancer spread to the bone or its
treatment?

Did you have difficulty in replying to this question?

Drid you have difficulty in replying to this question?

Did you find this question annoying/c onfusing/upsetting?

Diid you find this question annoying/confusingfupsetting?

How would you have asked this question?

Howr weould wou have asked this question?

2 Iseethat vou had pain in your legls) or hipls) during the past weeks (2-4)

10. T geethat pain limited your ability to stand up during the past weels. (2-4)

Is this correct?

Is this correct?

Can you tell me about thiz problem?

Do you think that this problem iz related to bone metastases?

Diid you have difficulty in replying to this question?

Drid you find this question annoying/confosingfp setting?

Howr would wou have asked this question?

[ zee that you did not have pain in your legls) or hiple) during the pastwesl (1)

Is thiz correct?

Hawe you ever experienced this problem before last wesl?

If wes, do wou have any idea if that had samething to do with bone metastages or its treattnent?

If wres, can you tell me about thiz problesn?

Diid you have difficulty in replying to this question?

Diid vou find this question annoying/confusingfupsetting?

Howr would wou have asked this question?

Can you tell me about this (ability)?

Do wyou think that bone tnetastases or its treatment has affected in any sense your ability to stand up?

Did you have any difficulty in replying to this question?

Did you find this question annoying/confusingfupsetting?

Howr weould wou have asked this question?

I see that pain did not limit your ability to stand up during the past week (1)

Is this correct?

Can you tell me about this (ability)?

Were yvou ever lirnited in your capacity to stand up before last weel?

If yes, do you have any ideas if that had something to dowith your cancer spread to the bone or its
treatment?

Did you have difficulty in replying to this question?

Diid you find this question annoying/confusing/upsetting?

Howr weould wou have asked this question?




Phase |

Is this correct?

Can you tell me about this feeling?

Do you think that this feeling is related to bone metastases?

| Questionnaire

Did you have difficulty in replying to this question?

Did you find this question annoying/confusing/upsetting?

Howr would you have asked this question?

Can you thirk: of additional izsues that arerelevant for youbut nat included in this questionnaire?

e (10

Is thiz correct?

Havwe you ever experienced this feeling before last weel?

Were there questions that you found confusing?

If wes, do you have any idea if that had something to do with bone metastases or its treatrnent?

If yes, can you tell me about this feeling?

Were there questions that you found upsetting?

Did you have difficulty in replying to this question?

Did you find this question annoving/confusing/upsetting?

How would you have asked this question?

Were there questions that you found intrasive?

22. 1 seethat during the past week you have beenworried about your fiture health (2-4)

Is this correct?

Can you tell me about this fecling?

Do you have other cornments about these questions?

Do wou thinlk that this feeling iz related to bone metastases?

Did you have difficulty in replying to this question?

Ovwerall module questions if patient i or each individual item

Did you find this question annoying/confusing/ups etting?

How would you have asked this question?

too tired to answer
a1 Wil v

Were there question that wou found d

[ see that during the past week you did not worry about your fiture health. (1)

Were there questions that you found annoying?

Is this correct?

Havwe you ever experienced this feeling before last weel?

Were there questions that you found confusing?

If wee, do you have any idea if that had something to do with bone metastases or its treattment?

Were there questions that you found upsetting?

Were there questions that you found intrisive?

If yes, can you tell me about this feeling?

Did you have difficulty in replying to this question?

Did you find this question annoying/confusing/upsetting?

Do you have other corments about these questions?

How would you have asked this question?
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| nter national Collaboration

Trandation
* 8 languages.

— Danish, Dutch, French, German, Italian (mixed), Norwegian, Spanish
(mixed) and Swedish

e 2 forward and 2 backward translations
* Pilot testing of trandations is appropriate for each country

Ethics

® Performed at each site



| nter national Collaboration

Name Affiliation City, Country Satus
Sam Ahmedza Roya Hdlamshire Hospitd Sheffidd, UK Confirmed
Peter Hoskin Mount Vernon Hospitd Northwood, Middlesex, UK .

Confirmed
Robert Coleman | Weston Park Hospitd, Cancer Research | Sheffidd, UK Confirmed
Centre Univergty of Sheffield ontirm
Yvette van der Leiden Universty Medicd Centre Leiden, The Netherlands .
Limg=r Confirmed
Brigette Ma Prince of Waes Hogpitd Shatin, Hong Kong :
Chinese University of Hong Kong Confirmed
Ménica Castro I ngtituto de Oncologia Angdl H. Roffo, Buenos Aires, Argentina Confirmed
Universdad de Buenos Aires ontirm
Orhan Sezer Universtéatsklinikum Charité Berlin, Germany .
Confirmed
Jesmin Shefiq CCORE, Liverpool Hospitd Liverpool, NSW, Austrdia Confirmed
Anita Zahlten- University of Heidelberg Heideberg, Austria . . .
Hinguranage Awaiting confirmation
Bhaksar Somani Universty of Aberdeen Aberdeen, UK

Awaiting confirmation

Bernhard Holzner

Universty Hospitd of I nnusbruck

I nnusbruck, Austria

Awaiting confirmation
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Thank you!

We need more countriesto join Phase ||

If interested, please contact Dr. Edward Chow at
Edward.Chow@sunnybr ook.ca

416-480-4998 (T or onto, Canada)
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