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APPENDIX C

Labor‘n;(atory
Wc"~£)cnng
Qua|it3 of Life

in Oncolosg

An Exploration of Resilience in Individuals Treated for Head and Neck Cancer

Rehabilitation Sciences
Western University

Letter of Information

Principal Investigators: Philip C. Doyle, Ph.D. & Chelsea MacDonald, B.H.Sc.
Introduction

You are being invited to participate in a research study exploring resilience and quality of life
among individuals who have completed treatment for head and neck cancer. The term resilience
refers to how individuals respond to challenges in their lives and ultimately how they bounce
back in the face of such challenges. Resilience may define how individuals reestablish a “sense
of balance” in their daily living. Your participation is requested because you have been
diagnosed with head and neck cancer, and are between one month and five years beyond the
completion of treatment. This study seeks to understand how resilience may have influenced
your quality of life in the context of your experience of surviving head and neck cancer.

The purpose of this letter is to provide you with the information you require to make an informed
decision regarding your participation in this research study. This letter contains information to
aid in your decision of whether or not to participate in this research. It is important that you
understand the rationale for why this study is being conducted and what your participation will
involve. Please take your time to read this letter and feel free to ask any questions to ensure your
understanding is complete. You will be given a copy of this letter to keep for your records.

Purpose of Study

The purpose of this research study is to investigate the influence of resilience on the quality of
life of individuals who have completed treatment for head and neck cancer. This study is being
conducted to explore the potential for resilience to play a role in buffering the influence of the
adverse experience of head and neck cancer and its treatment on your quality of life. The primary
aim of the present study centres on the identification and description of resilience in individuals
who have completed treatment for head and neck cancer. The identification of resilience may
initiate acknowledgement of its value in acting as a potential protective factor that may reduce
the impact of head and neck cancer on one’s quality of life.

This study represents a portion of a master’s thesis project for one of the investigators (C.M.).
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Activities of Participation

If you agree to participate in this research, you will receive a package of materials that will allow
for the collection of data to investigate resilience and its potential role in reducing the negative
effect of head and neck cancer on quality of life. Enclosed in your package will be a
demographic information inquiry form, and three questionnaires pertaining to resilience and
quality of life in relation to your cancer experience. The questionnaires you will be asked to
complete in your package include the Connor-Davidson Resilience Scale (CD-RISC) to gather
data pertaining to resilience, the European Organization for the Research and Treatment of
Cancer Quality of Life Questionnaire (EORTC QLQ-C30), and the European Organization for
Research and Treatment of Cancer Head and Neck Cancer Module (EORTC QLQ-H&N35) to
gather information regarding your quality of life. The completion of these materials is estimated
to take approximately 20 minutes. You may complete the package of materials at the time you
consent to participate, or take it home and return it by mail at a later date. A prepaid and pre-
addressed envelope for the return of the package of materials will be provided if you choose to
complete the study package off site.

Please note that you will not be compensated for your participation in this research study.
Inclusion and Exclusion Criteria
Inclusion Criteria

Your participation in this study is based on your diagnosis of head and neck cancer, as well as
your completion of any type of treatment. Participation is limited to individuals who are a
minimum of one month, but no more than five years beyond the completion of treatment. You
must be between the ages of 25 and 85. Participants must display adequate English proficiency
required for informed consent to be obtained and the completion of the package of study
materials.

Exclusion Criteria

Exclusion from participation in this study may be based on an individual’s previous diagnosis of
another cancer regardless of its location. Individuals that have been diagnosed and treated for
skin cancer in the head and neck region will not be permitted to participate. Cancer treatment
that is ongoing will also exclude individuals from participation.

Possible Benefits and Risks Involved in Participation
Possible Benefits

You are unlikely to directly benefit as a result of your participation in this research study.
However, a better understanding and awareness of factors that may affect resiliency and quality
of life may be gained from your participation. At a societal level, data collected through this
study may provide health care practitioners with information regarding the value of screening for



129

resilience in order to identify individuals with low levels of resilience and thus, higher
vulnerability to the influence of negative consequences associated with head and neck cancer.

Possible Risks

There are no foreseeable risks or discomforts associated with your participation in this research
study. However, you will be asked to complete questionnaires that may delve into sensitive
topics pertaining to your resilience and quality of life. Consequently, you may experience
negative emotions. If this occurs, it is requested that you contact your physician, or a member of
the research team should you require help managing these negative emotions. Additionally, a
contact list for local psychological support services and organizations that offer support to
individuals that have experienced head and neck cancer is included in the package of study
materials.

Voluntary Participation

Your participation in this research study is entirely voluntary. You may refuse to participate,
refuse to answer any questions or withdraw from the study at any time with no negative
consequences. You do not waive any legal rights by signing the consent form. Making the
decision not to participate in this study will have no impact on your future health care.

Confidentiality

All data collected in this study will remain confidential. Personally identifying information will
not be retained. All data will be kept in a secure locked location at Western University. If the
results of this study are published, no information that could disclose your identity will be used.
Representatives of The University of Western Ontario Health Sciences Research Ethics Board
may contact you or require access to your study related records to monitor the conduct of the
research.

Contacts for Further Questions

If you require further information regarding this research study or additional questions arise in
relation to your participation in this study, please feel free to contact:

Philip C. Doyle, Ph.D. or Chelsea MacDonald, B.H.Sc.
Laboratory for Well-Being and Quality of Life in Oncology
Health and Rehabilitation Sciences
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If you have any questions about the conduct of this study or your rights as a research subject, you
may contact:

Office of Human Research Ethics
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Labomtory
l-Poei
We L eing
O.ua|it3 of Life

in Onco|o59

Rehabilitation Sciences
Western University

Letter of Consent

Study Title: An Exploration of Resilience in Individuals Treated for Head and Neck Cancer

Principal Investigators: Philip C. Doyle, Ph.D. & Chelsea MacDonald, B.H.Sc.

| have read the Letter of Information, have had the nature of the study explained to me, and |
agree to participate. All questions have been answered to my satisfaction.

Participant’s Name (Printed)

Participant’s Signature Date (dd/mm/yyyy)

Signature of Person Obtaining Consent Date (dd/mm/yyyy)
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Demographic Information Survey

Title: An Exploration of Resilience in Individuals Treated for Head and Neck Cancer

Study Investigators: Philip C. Doyle, Ph.D. & Chelsea MacDonald, B.H.Sc.
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&
Qualitg of Life

Please read the following questions carefully and provide answers as accurately as possible. For multiple

choice options, please circle all choices that apply to you. If no suitable options exist, please use the

space provided to explain. Also, if there is any additional information that you feel is important to report

please use the back of these pages to include it.
Sex: M/ F / Other

Year of Birth: Month of Birth:
Number of months since your diagnosis:

Number of months since treatment completion:

Site of Cancer:

a) Oral cavity (e.g., lip, tongue, cheek, tonsil, etc.)
b) Larynx (voice box)

C) Throat (e.g., pharynx, hypopharynx, oropharynx)
d) Thyroid

e) Sinuses/Paranasal sinuses

f) Other

If “other”, please specify:

Method of Treatment:

a) Surgery

b) Radiation therapy

¢) Chemotherapy

d) Chemoradiation therapy
e) Other

If “other”, please specify:




Marital Status (circle one):

a) Married

b) Separated

c) Divorced

d) Widowed

e) Common-law
f) Engaged

g) Single

h) Other

If “other”, please specify:

Occupational Status:

a) Currently working — full-time
b) Currently working — part-time
C) Volunteer

d) Retired

e) Other

If “other”, please specify:

Highest Level of Education Achieved:

a) Completed High school

b) Completed College

) Undergraduate University degree
d) Post-graduate University degree
e) Other

If “other”, please specify:

132
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Household income (optional):

(@) Less than $25, 000

(b) $25, 000 - $40, 000

(c) $40, 001 - $55, 000

(d) $55, 001 - $70, 000

(e) $70, 001 - $85, 000

(f) Greater than $85, 000
(9) Would prefer not to say

Please feel free to include any additional information that you feel is important specific to this project in
the space provided below or on the opposite side of this document. Thank you.
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Connor-Davidson Resilience Scale 25 (CD-RISC-25) ©

initials [ s CIOICICICIC M aee CICVOCVOIOO0] visie[ ] age [

For each ifem, please mark an "x” in the box below that best indicates how much you agree with the following

stafements a5 they apply fo you over the [ast month. if & particular situation has not ccowmed recently, answer
acconding fo how you think you would have felt.

mom oMo o R W

12

13

14.

15

16.

7.
18

| am able to adapt when changes occur.

| have at least one close and secure relationship that
helps me when | am stressed.

When there are no cear solutions to my problems,
sometimes fate or God can help.

I can deal with whatever comes my way.

Past successes give me confidence in dealing with
new challenges and dificulties.

| try to see the humonus side of things when | am
faced with problems.

Hawing to cope with stress can make me stronger.

I tend io bownce back after @iness, injury, or other
hardships.

Good or bad, | believe that most things happen for a
reason

. Ig'ven;rybesteﬁmmn\aﬂsermamemmnemy
be

Ih.eleve | can achieve my goals, even if there are
obstacles.
Ewen when things look hopeless, | don't give up.

During times of stress/crisis, | know where to tun for
help.
Under pressure, | stay focused and think clearly.

| prefer o take the lead in solving problems rather
than letting others make all the decisions.
| am not easily discouraged by failure.

I think of myself s a strong person when dealing
with life’s challenges and difficulties.

I can make unpopular or difficult decisions that affect
other people, if it is necessary.

| am abde to handle unpleasant or painful feelings like
In dealing with ife's problems, sometimes you hawe
to act on a hunch without knowing wiy.

. I have a strong sense of purpose in [fe.

1 feel in control of my life.
| like challenges.
I work to attain my goals no matter what roadblocks |

encounter along the way.
| take pride in my achievements.

notine  m@Erely  sometimes
at all

!

g

O
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Al ights resenved. Mo part of this document may be reproduced or transmitted In amy fom, or by any means,
giectronic or mechanical, ncluding photocopying, o by any infommation siorage of retieval system, without permitssion In
writing #om Dr. Davidson at Further Infomat
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on about Me scale and terms of use can be found at
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S

EORTC QLQ-C30 version 3)

We are mterested m some things about you and your health Please answer all of the questions yourself by circling the
mumber that best apphes to you There are no "right” or "wrong” answers. The mformation that you provide wall

reman stnetly confidential.

Your buthdate (Day, Month, Year): L1
Today's date (Day, Month, Year): 31

Do vou have any trouble doing strenuous activities,
like canrying a heavy shopping bag or a suitease?

2. Do you have any trouble taking a long walk?

3. Do you have any trouble taking a short walk outside of the howse?

4. Do youneed to stay in bed or a chair duning the day?
yourself or usng the tolet?

During the past week:

6. Were you limited in doing either your work or other daily activities?

7.  Were you limmted in purswng your hobbies or other
leisure time activities?

8. Were you short of breath?

9. Have vouhad pam”

10. Dhd you need to rest?

11. Have you had frouble sleeping?

12. Have you felf weak?

13. Have you lacked appetite?

14. Have you felt nanseated?

15. Hawve you vomited?

16. Have vou been constipated?

Please go on to the next page

Not at
All

Not at
All

A
Little

2

A
Little

2

Quite

a Bit
3

3

Quite

a Bit

3

Very
Much

4

4

Very
Much

4
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During the past week:

17. Have vou had diarrhea?
18. Were you tired?
19. Dhd pain interfere with your daily actraties?

20. Have vou had difficulty in concentrating on thungs,
like reading a newspaper or watchmg talevizion?

21. Did you feel tense?

22 Dhd you worry?

23 Did you feel nritabla?

4. Did you feel depressed?

25, Have you had difficulty remembering thing=?

26. Has your physical condihion or medical treatment
interfered with your fammby hife?
27. Has your physical condihion or medical treatment

28, Has your physical condihion or medical treatment
caused you financial difficulties?

Not at
All

1

1

Quite

a Bit

3

3

4

4
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Very
Much

For the following questions please circle the number between 1 and 7 that

best applies to vou
29.  How would you rate your overall health duning the past week?
1 2 3 4 5 6

Very poor

30. How would you rate vour overall gyahte of hifs dunng the past weak?

1 2 3 4 5 6

Very poor

© Coprrighe 1995 EORTC Quality of Lif Group. All rights mearved. Vemion 2.0
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D

EORTC QLO - H&N3S

Patients sometimes report that they have the following symptoms or problems. Please indicate the

extent to which you have expenienced these symptoms or problems durmg the past week Please
answert by circlng the mumber that best applies to you.

During the past weel:

31. Have you had pain in your mouth?

32. Have you had pam in your jaw?

33.  Have you had soreness m your mouth?

34. Have you had a pamful throat?

35. Have you had problems swallowing Liquids7

36. Have you had problems swallowing pureed food?
37. Have you had problems swallowing sold food?
38. Have you choked when swallowimg?

39.  Have you had problemes with your testh?

40. Have you had problemys opening vour mouth wide?
4]1. Have you had a dry mouth?

42 Have you had sticky salna?

43, Have you had problems with your sense of smell?
44 Have you had problems with your sense of taste?
45.  Have you coughed?

46.  Have you been hoarse?

47 Have you felt ill?

48.  Has your appearance bothered you?

Pleaze =0 op to the pext paze

Not A
at all Tittle
1 2
1 2
1 2
1 2
1 2
1 2
1 2
1 2
1 2
1 2
1 2
1 2
1 2
1 2
1 2
1 2
1 2
1 2

Quite
a hit

Very
much
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During the past weel: Not
at all

43,  Have you had trouble eating? 1
50. Have you had trouble sating in front of your famby? 1
51. Have you had trouble eating in front of other pecple? 1
52. Have you had trouble enjoyving vour meals7 1
53. Have you had trouble talking to other people? 1
54. Have you bad trouble talling on the telephone? 1
55. Have you had trouble having somal contact with your fammby? 1
56. Have you had tronble having social contact with friends? 1
57. Have you had trouble gomg out m pubhc? 1
58. Have you had trouble having phy=ical

contact with famly or friends? 1
59,  Have you felt less mberest m sex? 1
0. Have you felt less sexual enjoyment? 1
During the past week:
6l. Have you used pain-killers?
62,  Have you taken any nutritional supplements {exchding vitamns=)7?
63. Have you used a feeding tube?
4. Have you lost weight?
65. Have you gamed weight?

& Copyright 1994 EORTC Qality of Lif Stady Grosp, verion 1.0 All sights resarved

A
Little

a bat

Very
much
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APPENDIX H
Scoring Procedure for EORTC QLQ-C30 and EORTC QLQ-H&N35
Summary of scoring procedure:

1. Estimate the average of the items that contribute to the scale; this is the raw score.
2. Use a linear transformation to standardize the raw score, so that scores range from 0 to
100; this is the scale score.

Example:
If items Iy, Io, ... In, are included in a scale, the scoring procedure is as follows:
1. Raw score calculation
RawScore =RS = (l1 + I2+ ...+ I5) /'n

2. Linear transformation

RS—-1
range

For Functional Scales: S = {1 - } x 100

(RS-1)

Symptom Scales/Single Item Measures: S = {r }x 100

ange
Global Health Status/QoL.: S = {(RS—_;)} x 100

range

Where range is the difference between the maximum and minimum RS values.

Adapted from: Fayers, P. M., Aaronson, N. K., Bjordal, K., Groenvold, M., Curran, D., &
Bottomley, A. (2001). The EORTC QLQ-C30 scoring manual (3" ed.). Brussels: European
Organisation for Research and Treatment of Cancer.
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