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Abstract

Objective This study aimed to develop and validate a short version of the Supportive Care
Needs Survey (SCNS) that would reduce respondent burden and could be used in rontine
cancer care, without compromising the psychometric properties of the original instrument.
Methods Secondary analyses of the data from two studies (1 = 888 and 250) were under-
taken. All 39 items of the original SCNS were assessed using psychometric analvses and
evaluated for clinical utility. The 34 items retained were examined for internal consistency,
ceiling and floor effects, known groups validity, convergent validity, semsitivity and
readability.

Results The 34-item instruiment has five factors (psychological, health system and infor-
mation, physical and daily living, patient care and support, and sexuality needs) identical to
the original instrument, explaining 73% of the variance. Internal consistency was bigh with
Cronbach’s alpha coefficients for the five factors ranging from 0.86 to 0.96. Correlations of
the 3d-itern short-forrn SCNS (STCNS-SF34) with three other measures of psychosocial
well-being demonstrated convergent vakidity (r = 0.48-0,56), Kappa coefficients of at least
0.83 for each domatn indicated almost perfect agreement between the 34-iterm and 59-item
surveys to identify patients needing help. The 34-itemn SCNS maintained the psychometric
properties of the original instroroent and could be readily comprehended by people with
seventh to eighth grade education.

Conclusions The SCNS-SF34 is a valid instrument for measuring cancer patients’ per-
ceived needs across a range of domains, and could be utilized as part of rontine cancer care.

month, across five factor analytically derived domains: psycho-
logical, health systern and mformation, physical and daily living,

Morbidity in cancer patients has been estimated using a nomber
of different strategies including the assessment of guality of life,
satisfaction with care and more tecently, needs assessment [1]. In
contrast to other approaches, needs assessment does not infer that
a patient must want help if s/he experiences an tssne at an elevated
fevel. By directly measurng patients’ own perceptions of their
need for help on given issues as well as the magnitnde of their
desire for help in dealing with those teeds, finite health care
resotrees can be allocated to those issues patients themselves have
identified as most needing help with.

The long-form Supportive Care Needs Survey (SCNS-LFS9) is
3 59-itemn self-administered instrument designed to measure the
perceived needs of adults diagnosed with cancer [2]. The SCNS-
LF59 measures unmeat needs within the defined petiod of the past

802

patient care and sopport, and sexualily needs. It assesses whether
issues of need have been experienced, which of the issues experi-
enced remain numet peeds, and the magnimde of such needs, on a
five-point response scale (1 = 1o need, not applicable, 2 = no need,
satisfied; 3 = low need; 4 = moderate need; 5 = high need). A stan-
dardized Likert summated score with values ranging from 0 to 100
can be calenlated for each domain, with a higher score reflecting a
higher level of need [3].

Although the SCNS-LF39 has acceptable content validity, con-
struct validity and internal reliability [2], its correlation with other
external measures of a reated concept and test—ratest reliability
have not been determined. The SCNS-LF39 takes approximately
20 minates to complete and can be understood by people with a
reading level of fifth grade. Mote details on the development and

09 The Adthors. Jedrmal compilation © 2009 Biackwedi Publishing Lid, Jourmal of Evaiuation in Clinical Practice 18 (2009} £62-808
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assesstent of the snrvey’s psychornetric properties can be found
in a previons publication [2].

A guide 1o the administration, scoring and analysis of the Sup-
portive Care Needs Survey (SCNS) has heen produced to a
the standardized analysis of SCNS data [3]. The first in a series of
reference values has also been produced to assist SCNS uvsers in
the interpretation of their data {4], although cut-points have not yet
been established for categorizing SCNS domain scores as high,
moderate or low. A number of sapplementary modules have been
developed for use in conjunction with the core SCNS and provide
detailed information about perceived needs specific to cancer fype,
stage of disease and type of treatment.

To date, the SCNS-LF59 hag predominantly been wsed in
descriptive research studies to identify cancer patients’ broad
domains of peed as well as the specific issnes faced by different
groups of cancer patients [3-9]. Although the high survey comple-
tion rates achieved in these stndies snggest that cancer patients are
willing to complete a survey of this magnitude, its length limits its
utility in the clinical setting. As noted by Higginson and Cary [10],
measures developed for research often cannot be easily used in
clinfeal practice because they are not simple and quick to com-
plete. A recent review of needs assessment tools, including the
SCNS-LFE59, found that respondent burden was generally con-
siderable for those tools that reported oo it [1].

Given patients’ reported preference for the SCNS over other
health-related quality of life questionmaires [11], cur aim was to
develop and validate a short form of the SCNS that would reduce
respondent burden and be useful in routipe clinical practice,
withont compromising the psychoretric strengths of the original
instryment,

Methods

A secondary analysis of the data from two stodies was undertaken.
The Supportive Care Review was conducted in 1995 and assessed
the supportive care needs of 888 aduli cancer patients using the
SCNS-LIFSY [51. Given the large sample size, the data for half the
sammple were randomly selected to perform the item reduction
process (n =444} and the other half was used to carry out the
validation process (# = 444). Table I presents the characteristics of
the study populatons. There were no sigoificant differences
between these two sab-samples in terms of gender (P =0.09), age
(P = 0.64) and primary cancer type (£ = 0.98). Unpublished base-
line data collected from the first 250 participants in the Cancer
Survival Study was used to test the convergent validity of the
short-formn SCNS against other validated instruments of psycho-
soctal well-being. The Cancer Snrvival Study is a popolation-
based longitudinal stady assessing the psychosocial well-being of
cancer patients diagnosed with the eight rost incident cancers in
Australia, vsing the 34-tem short-form STNS (SCNS-SE34), Dis-
tress Thermometer (DT) [12], Hospital Anxiety and Depression
Scale (HADS) [13] and Quality of Life Questionnaite — Core 30
(QLQ-C30)y [14]. Subjects provided informed consent to partici-
pate in the studies as approved by the relevant Huoman Research
Ethics Committees.

ftem reduction

The purpose of this process was (o select the subset of items that
most accurately measured cancer patients’ perceived needs and

109 The Authors. Jourmal compiiation © 2009 Blackweli Publishing Lid
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Table 1 C teristics of pat term raduction and

srts invoived in the

Sarnple 2:
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validity {n= 250}

Gender
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o N W
mom B @

ol

were the most usefol in the clinical setting. The 39 items of the
SCNS were subjected to an exploratory factor analysis resuliing in
five factors identical to the domains of need of the original SCNS.
Iterns with a primary factorloading >0.70 and an itern-to-tota scote
correlation within their domain coefficient =0.65 for two domains
(daily Hving, sexuality) and =075 for three domains {psychologi-
cal, health information, patient care) were identified. Although
sommewhat arbitrary, these cot-poinis were selected as a means
of identifving the most consistent items within a domain. The
fiequency distribution of each item was also examined to avoid
the selection of itemns where more than 50% of respondents chose
either the highest (ceiling effect) or lowest (floor effect) response
category. The three authors reviewed the results of the stafistical
analysis and selected 34 {temns based on a combination of climical
relevance and statistical evidence. A minimom of three items per
domain were selected to ensure stability of the domain [15].

Validation

Inn order to test the construet validity of the 34 items selected for
the short-form SCNS, a copfirmatory factor analysis with five
factors specified was condncted. Items were attributed to the factor
with the highest loading, and the proportion of the variance
explained by the factor strocture calenlated. The internal reliability
of each factor was assessed using Cronbach’s alpha and item-to-
total score correlations. Inkeeping with recomended guidelines,
a minimum alpha coefficient of 0.7 and correlation coefficient of
0.4 was required to demonstrate that the items in each domain
measured a common attiibute [16].

Known-groups validity was tested by comparing the standard-
ized Likert summnate d mean score for each SCNS domain between
patients in remission and those not in rernission. We expected
patients not in remission to have bigher mean scores on the psy-
chological, health system and information, physical and daily
living, and patient care and snpport domains than patients it rernis-
sion. We did not expect any differcnces in mean scores on the
sexnality domain between the two groups.

803
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Convergent validity was assessed by correlating the short-form
SCNS with other validated measures of psychosocial well-being.
The correlations between the total number of moderate or high
anmet needs and the score on the DT, anxiety and depression
subscales of the HADS and global health status scale of the QLG-
C30 were calculated. Moderate positive correlations between 0.30
and (.70 would indicate convergent validity of the short-form
SCNS with the DT and HADS, while moderate negative correla-
tions between —0.30 and —0.70 wounld indicate convergent validity
with the QLQ-C30.

As an indicator of semsitivity, the ability of the short-form
survey to detect patients with moderate or high needs was com-
pared with the long-form survey, For each SCNS dommin, the
proportion of patients identified in the short-form survev as
having at least one itern of moderate or high peed in that domain
was calenlated and compared with the proportion of patients
identified in the long-form survey as having at least one itern of
moderate or high need in that domain. To assess the level of
agreemment between the two survevs, simple Kappa coefiicients
and the proportion of exact agreement were calculated for each
domain. Kappa values of 041-0.6 would indicate moderate
agreerment, 0.61--0.8 substantial agreement and 0.81-1.0 almost
perfect agreement [17]

Readability was assessed using the Flesch-Kincaid Grade
level test with the aim of achieving a reading grade score of
7-8.

Results

ftems reduction

The exploratory factor analysis procedure identifisd 20 items that
achieved both 2 factor loading of at least ©.70 and an Hem-to-total
correlation meeting the specified cut-point for their domain. Six
additional items were selected on the basis that their iiem-to-total
correlation within their domain exceeded the specified cut-point
for their domain and their factor loading was relatively high (0.51-
0.69). Four additional items were selected on the basis of their
selatively high factor leading (0.64-0.74) and their clinical impor-
tance. Four items were selected solely on the basis of their clinical
importance. None of the selected 34 iterns showed ceiling or floor
effects.

Validation

Confirmatory factor analvsis identified five factors representing
constructs identical to the original SCNS. These factors together
accounted for 73% of the total variance. Ten items fell into the
‘psychological’ domain, 11 into the ‘health system and informa-
tion’ domain, five into the ‘physical and daily living’ domain, five
into the ‘patient care’ domain and thsee into the ‘sexuality’
domain. The items and their primary factor loading are displayed
in Table 2.

As shown in Table 3, the 34-item SCNS achieved high internal
consistency as demonstrated by Cronbach’s alpha coefficients for
the five factors ranging from 0.86 to (.96, ltem-to-total score
correlation coefficients for all items exceeded 0.33. For each
domain, fess than 50% of respondents achieved either the highest
(100; or lowest score {0).
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As shown in Table 4, cancer patients not in remission had sig-
nificantly higher mean scores on the psvehological, health systemn
and information, physical and daily living, and patient care and
sepport domains than patients in remission. Given that higher
scores indicate higher levels of need, patients not in remission
showed higher levels of perceived need than patients in rernission
in the domains expected.

Convergent validity was confirmed by significant correlations
between the 34-item SCNS and the HADS subscales, DT and
QLQ-C30 global health status subscale. As expected, the correla-
tion coefficients between the SCNS and the anxiety ¢+ = 0.48) and
depression (r = (.48} subscales of the HADS and the DT (r = 0.56)
were moderate. The correlation coeflicient for the QLQ-C30
global health status score was —0.51, All four correlations were
statistically significant (£ < 0.0001).

Table 5 shows for each domain the proportion of patients iden-
titied by the short-form and long-form SCNS as having some need
for help as well as the overall level of agreement between the two
smrveys inidentifying people with at least one item of unmet need.
For each domain, the kappa coefficients indicated almost perfect
agreement in the proportion of patients identified as having some
need for help according to the 34-item SCINS commpated with the
long-form survey.

A Hesch-Kincaid Grade Level of 7.2 indicated that the 34-item
SCNS could be readily comprehended by people with seventh-
grade level of education, that is, approximately 8 years of school-
ing. The 34-item SCNS takes approximately 10 minutes to
complete.

Discussion

We developed 2 short form of the SCNS to use in routine clinical
practice and undertock the first steps in validating it. The results
of these preliminary analyses suggest that the SCNS-SF34 may be
a valid tool for assessing the needs of people with cancer. The
34-itemn sorvey 1neasures the same constructs as the originat
SCNS: psychological, health system and information, patient cate
and sapport, physical and daily living, and sexuality needs [2]. The
factor structure of the short-form survey exptained more than 70%
of the variance, thereby demonstrating good construct validity.
The internal consistency of the short-form survey was comparable
to its longer version, with Cronbach alpha coefficients exceeding
0.8 in all domains, and item-to-tofal score correlation coefficients
for all items exceeding 0.55 The resulls also suggest that the
short-form survey was able to distinguish between groups with
known differences. A comparison of mean domain scores showed
that patients not in rermission had higher levels of psvchological,
health systemn and information, physical and daily living, and
patient cate and support needs than patents in rernission. Forther-
maore, the instrument could be readily understood by people with
an average level of education. (iven the large sample size used for
these analyses, we are confident that the 34 iterns will be useful in
assessing meeds for a wide spectrnm of cancer patients in the
clinical setting.

Results from preliminary analyses snggest that the short-form
SCNS has good convergent validity with other validated iostrn-
ments measuring similar constmets. The total number of unmet
SCNS needs cortelated moderately with three widsly nsed valid

© 2008 The Authors. Journal compilation © 2009 Blackweil Fublishing Lid
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and reliable measures of canecer-specific psychosocial well-being:
the DT, HADS and QLQ-C30.

The cross-sectional nature of the Supportive Care Review data
set did not allow us to test the ability of the SCNS-8F34 1o detect
changes in individual cancer patients’ peeds. Furthermote, we

09 The Adthors. lourmal compiiation © 2009 Blackweli

, standard deviation,

have not yet determined what constitutes a meaningful change in
level of need. When completed, our longitadinal Cancer Survival
Stndy will be a useful data sowree for filling the gaps regarding
further psvehometric properties of the SCNS-SF34. Further testing
of the instrument is requited to examine other measutement prop-
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erties including test-retest reliability and the ability of the instro-
ment to predict fomre healih status or events such as survival time.

These results provide early evidence for the construoct validity
and criterion validity of the 34-itermn SCNS in assessing the per-
cetved supportive care needs of people diagnosed with cancer. This
short-form survey was primarily developed to facilitate the routine
assessment of cancer patients’ needs in the clinical setting. lmpor-
tantly, the 34-itermn SCNS showed almost perfect agreemnent in the
proportion of patients identified as having some need for help
compared with the long-form survey. Providing brjef and valid
information abont cancer patients’ peeds could enable health care
professionals to tatlor their care to the specific needs identified by
their patients.
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issues that survivors have expressed they want addressed
in order te achieve optimal wellbeing.

Increasing interest in the application of needs assess-
ment to cancer care has resulted in the development of a
number of valid and reliable cancer-specific tools asses-
sing a comprehensive range of needs [9,11] and a grow-
ing literature describing their administration acress a
variety of settings, stages in the cancer journey, and
populations. A recent systematic review found that while
the prevalence of unmet need among cancer survivors
varied from 30% to 50% across studies, it is typically
highest in the psvchological, health information, and
physical aspects of daily living domains [12]. While evi-
dence abeout the factors that influence survivors’ unmet
needs is inconsistent, a number of studies have found
that those who are not in remission [13-15], are psyche-
logically distressed [14,16-18] and geographically isclated
{15,19] are more likely to report unmet needs. However,
the literature is plagued by a lack of consistency in the
metheds used to measure, classify and repert unmet
needs, making it difficult t6 compare between studies
and to generalise findings [12].

The seminal publication, From Cancer Patient to Cancer
Surviver: Lost in Transition [20], focused the attention of
the cancer control community on the survivorship stage of
the cancer trajectory with a series of recommendations to
accelerate progress in this area, including the need for
large-scale studies using valid and reliable measures with
diverse cancer populations to be conducted as a priority.
Furthermore, a recent review [21] identified unmet sup-
portive care needs as one of four main gaps in knowledge
about the problems faced by adult cancer survivors. To
guide care planning and help inform future health service
delivery, the current study ainted to (1) describe the preva-
lence of adult cancer swrvivors supportive care needs,
overall and by cancer type, at six months post-diagnosis;
{2} identify the most prevalent items of mederate to high
level unmet need and (3) identify the individual, disease,
health behaviour, psychological and social factors asso-
ciated with survivors reporting moderate to high level un-
met psychological, health systems and infermation,
physical and daily living, patient care and suppert, and
sexuality needs.

Methods

This paper is based on Time 1 (T'1) data collected at six
months post-diagnosis from survivers partcipating in
the pepulation-based longitudinal Cancer Survival Study
(C88). The study protocol and aspects of the study find-
ings have been reported in detail elsewhere [22,23]
‘While the term cancer survivor’ has varied definitions
[24], this study considers survivor’ to encompass anyone
diagnosed with cancer, from the time of diagnosis to the
end of life [25]. This paper focuses on survivors in the
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late freatment to early survivorship phase of the cancer
continuum.

Participants & procedures

The sample was recruited from new notifications to the
two largest state-based cancer registries in Australia which
together account for 60% of all new cancer cases diagnosed
[26]. Eligibility was restricted to those who were (1) diag:
nosed in the previous six months with their first primary
cancer of one of the top eight incident cancer types in
Australia (prostate, colorectal, female breast, lung, melan-
oma, non-Hodgkin’s lymphoma, leukaemia, head & neck);
(2) aged between 18 and 80 years and living in the state of
New South Wales (NSW) or Victoria (VIC) at diagnosis;
(3) considered by their physician to be aware of theilr diag-
nesis, physically and mentally capable of participating in
the study, and sufficiently proficient in English to complete
a questionnaire; and (4) alive.

The recruitment and survey methodology have been
described in detail previously [22]. Brietly, eligible potential
participants whose physician had given active (NSW) or
passive (VIC) consent for them to be contacted about the
study received a mailed package from the registries. Eli-
gible survivors who agreed to the registries passing on
their contact details to the researchers were sent a sell-
administered questionnaire to complete. Non-responders
were sent a reminder questionnaire three weeks later and
received a reminder phone call after a further three weeks.
A three week interval was used to allow adequate time for
survivors to receive, respond to and return the mailed
questionnaire prior to receiving a reminder. Return of the
questionnaire to the research team indicated voluntary
consent to participate. The Human Research Ethies Com-
mittees of the University of Newcastle (H-199-1101), Can-
cer Institute NSW and Cancer Council Victoria approved
the study.

Measures

Data were collected by self-administered questionnaire
with additional clinical information obtained from the
Cancer Registries for each participant.

Outcome measure

Supportive care needs were measured by the 34-item
Supportive Care Needs Survey (SCNS-5F34} which
assesses cancer-specific perceived needs across five factor
analytically derived domains: psychological (10 items),
health systems and information (11 items), patient care
and support (5 items}, physical and daily living (5 items),
and sexuality (3 items) [27]. For each item, respondents
indicate their level of need for help over the last month
as a result of having cancer on a five point Likert scale
with the following response options: 1 =no need, not ap-
plicable; Z = no need, satisfied; 3 = low need; 4 = moderate
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need; and 5 = high need. For each domain, survivors were
categorised as having a ‘moderate to high' level of need if
they selected response options 4 or 5 to at least one item
in the domain or no to low’ need if they selected re-
sponse options 1, 2 or 3 to all items in the domain [28].
The SCNS-S5F34 has high internal consistency with
Cronbaclis alpha of at least 0.86 for each subscale, and is
moderately correlated with the Hospital Anxiety and De-
pression Scale, Distress Thermometer and Quality of Life
Questionnaire-Core 30 (QLQ-C30) [27]. Purthermore,
cancer patients have reported a preference for the
SCNS-SF34 over the QLQ-C30, Functional Assessment
of Cancer Therapy-General and Kingston Needs Assess-
ment~Cancer as a strategy for conveying their needs to
health care providers [29].

Study factors

individual

Age at diagnosis and sex were obtained from the cancer
registry. Current marital status, highest level of education
completed, health insurance coverage, curvent employment
situation, geographical location, size of household, and
presence of physical co-morbidities were obtained by
questionnaire.

Disease and treatment

Primary cancer type and spread of disease at diagnesis
were obtained from the cancer registry, with survivors’
cancer categorised as ‘early/less progressed’ (in-situ or
localised; grade 1 or 2; T1 or T2}, ‘late/more progressed’
(invasion of adjacent organs, regional nodes or distant
metastases; grade 3 or 4 not T1) or ‘not applicable’
(haematological cancers). Extent of disease at six months
post-diagnosis, and cancer treatments received in the last
month were obtained by questionnaire,

Health behoviours

Seven guestionnaire items adapted from existing measures
assessed health behaviors: two items assessed smoking be-
havior, with participants classified as ‘current] former” or
‘never smoker’ [30]; two items assessed aleohol consump-
tion [31] and participants whe consumed more than two
standard drinks on any day were classified as being at
‘increased lifetime risk of harm’ from alcohol related njury
or disease [32]; and three items assessed physical activity
[33] with participants classified as ‘sufficiently active’ (at
least 150 minutes of physical activity per week), insuffi-
ciently active’ (participating in some activity but not enough
in total time) or sedentary’ (o physical activity) [34].

Psychological
Two questionnaire items assessed treatment for mental
health illness (eg. depression, amxiety, schizophrenia)
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before and since the cancer diagnosis. Coping was
assessed by the 21-item Mini Mental Adjustment to
Cancer Scale (Mini-MAC) which measures five cancer-
specific coping strategies: helplessness-hopelessness, anx-
ious precccupation, fighting spirit, cognitive avoidance
and fatalism [35]. The minl-MAC has demonstrated reli-
ability with Crenbach alpha coefficients for each subscale
ranging from 0.62-0.88. Raw scores for each subscale
were standardised from O to 100 [35] and survivors wha
scored in the top 16% of each distribution were classified
as a ‘case’ on that specific coping strategy [36].

Social

Social support was assessed by the MOS Social Support
Survey (MOS - 555) which measures four domains of
functienal support: emotional/informational, tangible, af-
fectionate, and positive social interaction [37]. Raw sub-
scale scores were standardised from O to 100 and
survivors who scored in the bottom one-third of each
distribution were classified as having ‘Tow” availability of
that particular type of social suppert (Sherbourne, per-
sonal communication). The sorvey has high internal
consistency with alpha ceefficients exceeding 0.91 for
each subscale and demonstrated validity with the chronic
illness population [37].

Statistical methods

Due to small numbers, data from survivers diagnoesed
with non-Hodgkin's lvmphoma or leukaemia were com-
bined and categorised as ‘haematological’ cancer. The
proportion of survivors who reported either no needs’
(ie. selected response option 1 or 2 to all 34 items), Tow
needs’ (ie. selected response option 3 to at least one
item, but did not select response option 4 or 5 to any
items} and ‘moderate to high needs’ (e. selected re-
sponse option 4 or 5 to at least one item) was caleunlated
overall and by cancer type, with 95% confidence inter-
vals. The asscciation between cancer type with reporting
‘no needs; low needs’ and ‘moderate to high needs’ was
examined using chi-square analyses. For each domain,
the proportion of survivors who reperted ‘moederate to
high needs’ versus ‘low or no needs’ was calculated with
95% confidence intervals. The proportion of survivors
who endorsed each SCNS-5F34 item at either a ‘moder-
ate’ or ‘high’ level was calculated with 95% confidence
intervals and the ten most prevalent iftems and their cor-
responding domain identified. Chi-square analyses exam-
ined the association between survivors’ individual,
disease, health behaviour, psychological and social char-
acteristics with ‘moderate to high needs’ versus low or
no needs’ for each domain. Multiple logistic regression
analyses were then conducted to examine factors asso-
clated with ‘moderate to high needs’ while adjusting for
potential confounders. Variables with a p-value =02 en
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univariate analyses were included in a backward logistic
regression model for each domain. Variables were
remaved from the model if they had a p-value <0.1 on
the likelihood ratio test; those with a p-value <0.05 were
considered statistically significant.

Sample size

The registries were required to recruit a quota of 1660
eligible survivors who consented to being contacted
about the study. Based on previous experience [6], we
estimated that 80% of survivors would retwrn a com-
pleted survey, resulting in a sample size of approximately
1320 at T1. Assuming a prevalence of moderate to high
needs of 20%, a sample of this size would allow the pro-
portion of survivors with unmet needs to be estimated
with 95% confidence intervals within + 3%, and provide
90% power to detect differences of 7% between categor-
ies of study factors associated with moderate te high
needs at the 5% significance level.

Resuits

Sample

Of the 3877 potential participants assessed for study eli-
gibility, 3315 were deemed eligible and of these, 1651
(51%) consented to being contacted about the study by
the researchers. A total of 1360 eligible survivors
returned a T1 survey (41% vesponse rate at T1). Thirty
seven participants who returned their T1 survey more
than 9 months after diagnosis were excluded from ana-
byses. The 1323 survivers included in these analyses were
surveyed at a median of 6 months after diagnosis (5D =1
month, minimum 4 months, maximum 9 menths) and
their median age was 63 years {SD'=11 years; minimum
18 years, maxdmum 80 years). More than half of the par-
ticipants (59%) were male, about half were diagnosed
with early stage disease (52%), the most commen diagno-
sis was prostate cancer {26%), almost two-thirds (62%)
were in remission at the time of survey completion and
72% had not received any active treatment in the last
month. While the study sample reflected the national
profile [24] for the top eight incident cancers diagnosed
in 2005 in terms of gender and age, survivers of colorec-
tal cancer appeared to be under-represented and haem-
atological and head and neck cancers over-represented.
Participant characteristics have been reported in detail
elsewhere [22].

Praevalence of supportive care needs

Ag shown in Table 1, 496 (42%, 95% Cl: 39%-45%) survi-
vors reported ‘no need’ for help with all of the 34 items
assessed. A total of 444 (37%; 95% CL: 34%-40%) survi-
vors reported having at least one ‘maoderate to high’ level
unmet supportive care need and of these, 53% (n=237)
had one to four ‘meoderate to high' needs and 47%

Appendix 5.1: Published paper

Page 4 of 10

{n=207) had five or more ‘moderate to high’ needs.
There was significant variation across cancer types in the
percentage of survivors who reported unmet needs
(*=91.39; df=12 p<0.001). ‘Moderate to high’ level
unmet needs were most common amongst survivors of
lung cancer with more than half (60%; 95% CI: 51%-69%)
endorsing at least one item. Conversely, almost two-
thirds (65%; 95% CI: 58%-72%) of melanoma survivors
reperted no need’ for help with all items.

At the domain level, 318 (25%; 95% CI: 23%-27%) sur-
vivors reported unmet psychological needs, 261 (20%;
95% Cl: 18%-22%) reported unmet physical aspects of
daily living needs, and 232 (18%; 95% CI: 16%-20%)
reported unmet health systems and information needs at
a ‘moderate te high' level. Only 167 (13%: 95% CI: 11%-
15%) and 103 (8% 95% CI: 7%-9%) survivors respectively
reported ‘moderate to high' level unmet need for help
with sexuality, and patient care and support domains.

Most prevalent ‘moderate to high' level unmet supportive
care needs

The 10 highest ranked items that survivors reported a
‘moderate te high' level of need for help with are shown
in Table 2. Overall, individual items were endorsed by
relatively few (€15%) survivors. The highest ranked items
were comcerns about the worries of these close to you
(15%), fears about the cancer spreading (11%), not being
able to do the things they used fo do (13%), uncertainty
about the future (13%), and lack of enmergy/tiredness
(12%). Half of the top 10 needs items were from the psy-
chelogical demain, three were from the physical aspects
of daily living domain and the remaining two items were
from the sexuality domain.

Factors associated with ‘moderate to high' level uamet
need

The individual, health behaviour, disease, treatment, psycho-
logical and social characteristics associated with suarvivors
reporting ‘moderate to high' level unmet needs by domain
are shown in Tables 3, 4 and 5. Domains are displayed side-
by-side for ease of comparison.

individual

Age at diagnosis and current employment status were
associated with multiple domains of unmet need (see
Table 3}. The odds of reporting sexuality, and health sys-
term and information needs increased with decreasing
age. Compared to those who were retired, survivors who
were currently not working (on leave, student, un-
employed) or doing unpaid work (velunteer, household
duties) had about twice the odds of reporting physical
aspects of daily living and sexuality needs as those who
were retired. Age was marginally non-significantly asso-
ciated with psychological need. Married or delacte
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Table 1 Prevalence of supportive care needs at six months post-diagnosis by cancer type

Total* Prostate Melanoma Breast Blood Colorectal Lung Head & neck

{N=1187) {n=309) {n=188) {n=186) {n=164) {n=145) {n=108) {n=87)

n% n% n % n% n % n% n% n%

(95% Cl1) {95% CI} (95% C1) (95% I} (95% C1) (95% 1) (95% C1) (95% 1)
No needs’ 495 134 122 56 54 6 29 35

42 (39-45) 43 (37-49) 65 {58-72) 30{23-37) 33 (26-40) 46 (38-54) 27 (19-35) 40 (30-50)
Low needs? 247 58 33 47 33 3 14 26

21 {19-23) 19 (15-23) 17{12-22) 25{19-31) 23 (17-29) 21 (14-28) 13(7-19) 30 (20-40)
Ioderate to high needs? 444 mn7 33 a3 72 48 65 26

37 (34-40Q) 38 (33-43) 17 {12-22) 45 {38-52) 44 (36-52) 33 {25-41) 60 (51-69) 30 (20-40)

*includes those with no missing items across all domains.
t selected no need for help to all 34 items.

* selected low’ level need for help to at least one item, but did not select moderate’ or high’ need to any item.

¥ selected ‘moderate’ or *high’ level need for help to at least one item.

survivors had three times the odds of unmet sexuality
needs compared to those who were single or widowed.

Heaith behaviour
Physical activity was the only health behaviour associated
with moderate to high level unmet needs (see Table 3).
The odds of reporting unmet psychological, and physical
and daily living needs increased with decreasing levels of
physical activity.

Disease and treatment

Cancer status, cancer type and having received chemo-
therapy in the last month were associated with multiple
domains of unmet need (see Table 4). Compared to sur-
vivers in remission, those not in remission (stable, recur-
rent, metastatic disease} had about twice the odds of
unmet health system and information, and patient care
and support needs. Compared with survivors of melan-
oma, survivors of all other cancer types except head and
neck had at least four times the odds of unmet sexuality

needs, while lung, breast and haematological cancer sar-
vivors had at least two times the odds of unmet physical
and daily living needs. Survivors who received chemo-
therapy in the last month had higher odds of unmet psy-
chological, and physical and daily living needs than those
who didi’t receive chemotherapy in the last month.

Psychological

Coping strategy and mental health treatment were asso-
ciated with multiple domains of unmet need (see Table 5).
Survivars who engaged in anxious preoccupation coping
had two to six times higher odds of reporting unmet
needs across all domaing compared to survivors whe did
not use this coping strategy. Survivors who used help-
less-haopeless coping had about twice the odds of report-
ing unmet psychological, health system and information,
and patient care and support needs compared to those
who didn’t use this strategy, while those whe used cogni-
tive avoidance coping had higher odds of reporting un-
met psychological needs compared to those who didn’t

Table 2 Ten miost prevalent ‘moderate’ or 'high’ level unmet supportive care needs

Rank SCNS-SF34 item Number {%) moderate or high needs Domain

1 Concerms about the worries of those close to you 192 (15) Psychological

2 Fears about the cancer spreading 185 (14) Psychological

3 Not being able to do the things you used to do 169 (13) Physical/ daily living
4 Uncertainty about the future 168 (13) Psychological

5 Lack of energy/tiredness 157 (12) Physical/ daily living
6 Changes in your sexual relationships 140 (1) Sexuality

7 Changes in sexual feelings 139011 Sexuality

8 Work around the home 137 (11} Physical/ daily living
9. Worry that the results of treatment are beyond your contrel 128 (10) Psychological

10 Feeling down or depressed 120 9) Psychological

Total number of observations for each item ranges from 12%2-1302 due to missing values.
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Table 3 Individual and health behavieur characteristics associated with moderate to high level unmet needs by

demain®
Psychological Physical & daily Sexuality Health system Patient care
living & information & support
p-value p-value p-value p-value p-value
Adjusted OR Adjusted OR Adjusted OR Adj d OR Adj d OR
{95% CI} {95% CI} {95% Cl} {95% Cl) {95% Cl}
Individual
Sex 0.08%
Fernale 056 {029-1.1)
Male 1.00
Marital status <0.007
Married/ defacto 30{16-56
Single/ widowed 1.00
Age at diagnosis 0.06 0.002 0.008
49 and younger 1.7 {0.98-2.8) 44 (18-108) 291555
50-59 1.1 {067-1.8) 43 (209.1) 25 {13-46)
60-69 088 (0.55-14) 27(1552) 2201339
70 and older 1.00 1.00 1.00
Current employment <0001 0.005
Fald work 078 (051-12) 042 (054-1.6)
Not working 1.8 (1.2-2.8) 2001.0-34)
Retired 1.00 1.00
Health behaviour
Physical activity 005 <0001
Sedentary 1.7 (01127 25 (1.6-40)
Insufficient 1.5 {0.99-2.1) 1.8(1.2-27)
Sufficient 1.00 1.00

* also adjusted for disease, treatment, psychological and social characteristics as reported in Tables 4 and 3.
OR = odds ratio; Cl= confidence interval; p-value on the Wald chi-square analysis of effects test.

use this strategy. Compared to survivors without a his-
tory of mental health treatment, those who had been
treated for such problems before their cancer diagnosis
had arcund twice the odds of unmet physical and daily
living, and patient care and suppoert needs, while those
who had been treated for such problems since their can-
cer diagnosis had almost three times higher odds of un-
met psychological needs.

Social

Compared to those with some affectionate support, survi-
vors who perceived they had low levels of affectionate sup-
port had lower odds of health system and information, and
higher odds of patient care and support needs. Compared
to survivors with some positive social interaction, survivors
who perceived that they had low levels of positive social
interaction had higher odds of unmet sexuality, and health
system: and information needs. Survivors who perceived
tow levels of emotional/indfermational support also had

higher odds of unmet health system and information needs
(see Table 5.

Discussion

This study found that six months after a cancer diagno-
sis, about one-third (37%} of survivors reported one or
more items of moderate or high level unmet need, while
almost two thirds (63%) reported either no or low level
unmet needs. The most commonly reported moderate to
high level unmet needs were from the psychological and
physical and daily living domains. This is consistent with
other recent needs assessments conducted with samples
of cancer survivers at the end of treatment [17], in early
phases of survivorship [15,18] and in long-term survivor-
ship [14,16]. However, previcus studies [13,15,17,18]
found between 43%-60% of survivors reported at least
one moderate or high level unmet need, compared to
37% of survivors in this study. Similarly, unlike earlier
studies which found the most prevalent item of moderate
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Table 4 Disease and treatment characteristics assodiated with moderate to high level unmet needs by demain®

Psychological Physical Sexuality Health system Patient care
& daily living & information & support
p-value p-value p-vaiue p-value p-value
Adjusted OR Adjusted OR Adjusted OR Adjusted OR Adjusted OR
(95% Cl} (95% CI) (95% CI} (95% Cl} (95% CI)
Disease
Cancer status <0007 0.001
Not remission 201429 22{(14-35)
Rermission 1.00 100
Cancer type 0.003 <0.007
Breast 23 (1.1-4.8) 9.01{(25-322)
Colorectal 2.1 {0.97-4.5) 6.4 {1.7-24.3)
Blood 22 (1.1-4.5) 4.31(1.2-15.5)
Head neck 1.01041-25) 1.14{021-61)
Lung 4.1 {2.0-87) 5.81{1.621.8)
Frostate 17 {0.86-34) 231 {67-804)
Melanoma 100 1.00
Treatment
Surgery 0.093
Yes 2.1 (0.89-4.8)
No/DK 1.00
Chemotherapy 0.005 0.023
Yes 18(12-28) 16 (1.1-25)
No/DK 1.00 100
Radiotherapy 005
Yes 1.6 {0.99-27)
No/DK 1.00
Other 0.062
Yes 23(096-57)
No/DK 1.00

* also adjusted for individual, health behaviour, psychological and social characteristics as reported in Tables 3 and 5.
OR = odds ratio; Cl= confidence interval; p-value on the Wald chi-square analysis of effects test; DK =don’t know.

or high unmet need occcurred among 27-40% of recent
survivors [13,17,18], the most commonly reported item
of unmet need in this study was endorsed by only 15% of
SUIVIVOIS.

The prevalence of unmet need reported by survivors
in this study is clearly lower than previously reported,
despite using the same validated instrument, and clas-
sification of unmet need. This may be because earlier
studies of cancer survivors diagnosed with a diversity
of cancer sites did pot use population-based samples
{13,17,18] and are therefore more susceptible to selec-
tion bias. In contrast, we used the two largest state-
based cancer registries in Australia to assemble a
population-based sample of survivors in the very early
stages of cancer survivorship. Given that the study
sample is generally representative of the source popu-
lation, we are confident in our findings that mest

survivors’ supportive care needs, as measured by the
SCNS-SF34, are relatively well met.

Due to the size and composition of the study sample,
we were able to directly compare the prevalence of sup-
portive care needs between seven common cancer types
in Australia [26]. This bivariable analysis revealed signifi-
cant variation across cancer types, with particularly low
levels of unmet need reported by survivors of melanoma,
65% of whom reported no items of unmet need. This is
fitting with our anecdotal experience whereby partici-
pants who were survivors of melanoima often questioned
the legitimacy of their contribution to the study as they
perceived themselves to have suffered less than survivors
of other cancer types, and therefore less deserving of at-
tention. Australia has the world’s highest incidence rate
of melanoma; it is typically identified at early stages
when simple treatment such as surgery will achieve a
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Table 5 Psychological and secial characteristics associated with moederate to high level unmet needs by domain®

Psychological Physical Sexuality Health system Patient care
& daily living & information & support
p-value p-value p-value p-value p-value
Adjusted OR Adjusted OR Adjusted OR Adj d OR Adj d OR
(95% CI} (95% CI} {95% CI} {95% CI}) {95% Cl}
Psychological
Anxious preoccupation <0.007 <0007 <0007 <0001 <0007
Case 59 (4.0-87) 2211532) 34(22-53) 33(22-5.1) 31 (1852)
No case 100 1.00 100 1.00 100
Helpless hopeless <0.007 00716 0.002
Case 2211.533) 17 (11-27) 23(1.3-38)
No case 100 1.00 100
Cognitive avoidance 002 0.049
Case 1.5 (1.1-21) 1.5{1.0-23)
No case 100 100
Mental health <0007 0032 <0007
help before cancer
Yes 2.1(14-32) 17(1.0-28) 25 (15-42)
No 1.00 100 100
Mental health <0.007
help since cancer
Yes 29 {(16-52)
No 100
Social
Affectionate support 0020 0.003
Low 047 (0.25-089) 21 (1.3-34)
Some 1.00 100
Positive 005 0014 0002
social interaction
Low 14 0.99-2.0 1.7 {1.1-25) 26 (14-48
Some 1.00 100 1.00
Emotional/ informational 004 0002
Low 14 (1.0-27) 22 (13-38)
Some 100 1.00

* also adjusted for individual, health behaviour, disease and treatment characteristics as reported in Tables 3 and 4.
OR = odds ratio; Cl = confidence interval; p-value on the Wald chi-square analysis of effects test.

good prognosis [38]. Tt is possible that the omission of
melanoma survivors from the sample composition of
previous studies [17,18] may have contributed to their
higher prevalence of unmet need compared to this study.
In contrast, the highest levels of wnmmet need were
reported by survivors of lung cancer, with 60% reporting
at least one item of moderate or high level need. Given
the high level of burden associated with lung cancer in
terms of poor prognosis, treatment side effects and de-
clining physical health, this finding is not surprising.
Subgroups of survivors with domain-specific and
widespread unmet needs were identified. After
adjusting for a comprehensive range of individual,

disease, health behavicur, psychological and social
factors, cancer type was found to be significantly
assoclated with moderate to high level unmet phys-
ical and daily living, and sexuality needs only. In par-
ticular, survivors of lung cancer had the highest odds
of reperting unmet physical and daily living needs,
while survivors of prostate cancer had extremely high
odds of reporting unmet sexuality needs. These [ind-
ings suggest that the type of unmet need experienced
by sarvivors dees not reutinely differ between cancer
types. Rather, the notion of cancer site- specific un-
met needs appears to apply to only a few explicit
dimensions of unmet need.
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Consistent with previous studies, not being in remis-
sion was associated with unmet health system and infor-
mation, and patient care and support needs; this is not
surprising given this subgroup of survivors is likely to be
receiving intermittent treatment and symptom manage-
ment. While almost three quarters of survivors reported
not recelving any active treatment in the last month, we
did not assess if participants had completed all active
treatments given the changeable and uncertain natore of
adjuvant treatment regimes. While each treatment was
considered separately, having received chemotherapy in
the last month was the only treatment associated with
higher odds of reporting unmet needs. Interestingly,
physical activity was the only health behaviour associated
with unmet needs, with sedentary survivors reporting
higher odds of unmet psychelogical, and physical and
daily living needs. Although 37% of the sample resided in
regional or remote areas, our results did not support the
findings from previous studies of an association between
rural location and unmet needs. On account of the range
of study factors examined in this study, a number of
associations were established for the first time. Low
fevels of social support and maladaptive coping styles
were associated with multiple domains of unmet need.
Notably, survivors who were identified as a case on anx-
jous preoccupation coping had more than twice the odds
of reporting unmet needs across all five domains. While
causation cannot be inferred, the new associations iden-

tified in this study are particularly valuable because social
support and coping style are potentially amenable to
infervention. In particular, attention could be directed
towards exploring the contribution that targeted coping
interventions focusing on anxiety and helplessness, could
make towards the prevention of or reduction in survi-
vors’ unmet needs acress a number of domains.

Strengths and limitations

While previons needs assessments have also included
a diversity of recent cancer survivers [13,17,18], the
population-based sampling method used in this study
is a major strength as it increases the generalisability
of the resulfs. In Ausiralia, the notification of cancer
to the cancer registry is a statutery requirement under
the state and territory Public Health Acts. Indices of
registry data quality demonstrate that the level of case
ascertainment is high and the data collected are ac-
curate [39]. However, the overall response rate was
41% (1360/3315 eligible individeals) and may raise
concerns about response bias. While this response
rate seems low, it is higher than that achieved by
other studies which also used cancer registries to re-
cruit diverse samples of recent survivers [4041]. Sar-
vivors who were not proficient in English were
excluded due to the prohibitive cost of translating the
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questionnaire into other languages and may have
resulted in an underestimate of the prevalence of un-
met needs given that language barriers have been
associated with poorer access to health care services.
Gur outcome measure, the SCNS-8F34, is a well-vali-
dated tool for assessing multiple dimensions of sup-
pertive care need and was developed with diverse
samples of individuals diagnosed with cancer in terms
of cancer type and time since diagnosis [27]. However,
it is possible that the SCNS-SF34 mayv not fully cap-
ture the unique needs of cancer survivers in the late
treatment to early survivorship phase of care, and
therefore this study may underestimate the prevalence
of unmet need reported by survivers at six months
post-diagnosis. Since this study commenced, two can-
cer surviver-specific needs assessment teols [41,42]
have been developed and should be considered for
use in future studies.

Conclusions

About one-third of cancer survivors in the transition from
late treatment te early survivorship had moderate to high
levels of unmet need, particularly in the psychological and
daily living domains. Our findings directly inform health
care professionals and organisations involved in the
provision of survivorship care about the actions, resources
and services most needed by subgroups of survivors. Our
findings alse suggest that coping support interventions may
have the potential to cordribute to the prevention or reduc-
tion of survivors’ unmet needs across all domains. How-
ever, it is important not to overlook the finding that 63% of
survivors in this study reported ne or low level unmet
needs at six months post-diagnosis and for whom current
care appears to adequately meet their needs. On the basis
that a valuable new perspective about how to prevent or
reduce cancer survivors’ unmet needs could be gained from
those with no unmet needs, future research should seek te
identify and better understand this subgroup of survivors.
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Protocol: NSW Cancer Survival Study

Co-Investigators / Research Students:

In approving this protocol, the Human Research Ethics Committee (HREC) is of the opinion that the project
complies with the provisions contained in the National Statement on Ethical Conduct in Human Research,
2007, and the requirements within this University relating to human research.

Note: Approval is granted subject to the requirements set out in the accompanying document Approval to
Conduct Human Research, and any additional comments or conditions noted below.

HREC Approval No: H-199-1101  Approved to: 15-Feb-2011

|

Approval is granted to this date or until the project is completed, whichever accurs first. If the approval of
an External HREC has been "noted” the approval period is as determined by that HREC.
Progress reports due: Annually.

If the approval of an External HREC has been "noted”, the reporting period is as determined by that
HREC.

Approved

21 November 2001
Approved with the comment that after the initial contact by the researchers, follow-up of participants would
be invited to one letter plus on phone call

Renewal of Anniaval
16 February 2005
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Approval renewed for a further three (3) year period.
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VCR Brochure
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VCR and NSW CCR Response and General Background Forms
Reminder Letter to Patient from VCR and NSW CCR

Initial and Reminder Letters to Patients from Researchers
Change of Address Form

Secondary Contact Form

Contact for Future Research Form

Cancer Survival Study — Survey 1

14-May-2008
Approved
Approval renewed for a further three (3) year period.

21 July 2004

Variation to:

1. Introduce an alternative information letter for clinicians who needed to be contacted on more than one
occasion to seek clinical details on patients who had consented to be in the study.

2. Amend the eligibility criteria to be more conservative. This was in response to a number of cases
where it appeared that patients were not aware that they had been given a cancer diagnosis or they
did not recall the diagnosis.

3. Amend the clinician’s response form to verify that the patient was aware of their cancer diagnosis.

Approval granted by the Chair on 14 August 2004 with a commendation to the researcher on the response

to adverse events which prompted the second and third variation above. Ratified.

19 March 2003

Variation to:

1. Amend the consent statement in the survey regarding access to information held by the NSW Central
Cancer Registry, to read “Will you allow us to get information about your cancer from the NSW
Central Cancer Registry?” with a Yes/No format.

2. Add a step in the consenting process in the form of a follow-up letter to verify with those participants
who had not indicated either way, whether they consented to the researchers obtaining information
about their cancer from the NSW Central Cancer Registry.

Approval granted by the Chair on 4 March 2003, subject to amendments to the follow-up letter. Ratified.

26 March 2003
Response received and accepted.
Approval confirmed.

19 May 2004

Variation to add to the research team, Ms Catherine Whiteman, a research higher degree student,
supervised by Associate Professor Afaf Girgis.

Approval granted by the Acting Chair on 8 April 2004. Ratified.

21 July 2004

Variation to: .

1. Apply protocol modifications as approved for the cross-sectional study component to the longitudinal
study.

2. Eligibility Criteria. Increase from 70 to 80 years age limit at time of diagnosis and limit the sample to
cases diagnosed with their first primary cancer.

3. Amendments to Cancer Survival Study — Survey 1

4. Research Team. Add Dr Raol Walsh, Dr Christine Paul, Dr Jiong Li and Ms Alison Zucca. Approval
granted for Ms Boyes and Ms Zucca to use a subset of collected data for their respective research
higher degree programs.

5. Amendments to Information and Censent documentation to reflect the above changes.

6. Addition of reminder letters — one from the Cancer Council Registry {(CCR) to potential participants
who did not reply within two weeks and one from researchers to participants who did not return their
survey within two weeks.

A80



Appendix 7.1: Certificates of ethics approvals

Approval granted by the Chair on 14 July 2004. Ratified.

8 December 2004

Variation to recruit half the study sample of 3,000 via the Victorian Cancer Registry (VCR).

Approval granted by the Chair on 20 November 2004, subject to amendments to the study documents.
Ratified.

24 December 2004

Response received and accepted.

Approval confirmed.

Approval covers:

. VCR Letter to Clinicians and Information for Clinicians - Submitted with variation, 4 November 2004
Letter to Patient from VCR — Submitted with variation, 4 November 2004

Reminder Letter to Patient from VCR — Revised version received 12 January 2005

Initial and Reminder Letters from Researchers — Versions dated 4 November 2004

NSW and Victorian Cancer Council Study Brochures

VCR Patient ID Form — Submitted with variation, 4 November 2004

VCR Response and General Background Forms — Submitted with variation, 4 November 2004
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19 October 2005

Variation to make amendments to the Victorian versions of the following study documents: Clinician Letter;
Clinician Reply Form; Patient Initial and Reminder Letters; Patient General Background Form; and Study
Leaflet.

Approved.
The Committee ratified the approval granted by the Chair on 6 October 2005.

21 June 2006

Variation to:

1. Amend the survey for the second wave of data collection.

2. Delete Dr Jiong Li and Ms Catherine Whiteman from the list of project investigators.

Approved.
The Committee ratified the approval granted by the Chair on 8 June 2006.

16 August 2006

Variation to:

1. Combine the two mailout packages to partners/caregivers of cancer survivors, which were passed to
them by the cancer survivor, into one mailout package which would contain all the information
required to commence participation in the study.

2. As part of the 12 month mailout for cancer survivors include another initial information pack for
partners/caregivers who did not respond at baseline.

3. For those cancer survivors who did not return a completed Future Research Form at baseline, the
form would be included as part of their 12 month follow-up.

4. Add relevant reminder mailouts for the above, to be sent to the cancer survivor after three weeks,
where the cancer survivor had not returned a completed survey or Future Research Form and/or their
partner/caregiver had not responded to the invitation for The partners and caregivers study (HREC
Approval H-039-0505).

5. Amend the Information Letters to support the above changes.

Approved.
The Committee ratified the approval granted by the Chair on 27 July 2006.

Variation to amend the Study Information Sheet sent from the NSW Central Cancer Regisiry (CCR) to
doctors (now version 2, dated 2/08/06). The word “histologically” was removed as the CCR had advised
that for some of the cancer types being recruited to this study (ie, brain, lung) it was impossible to confirm
them histologically,

Approved.
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The Committee ratified the approval granted by the Chair on 10 August 20086.

16 May 2007
Variation for submission of the telephone script to be used when calling people who were nominated as
secondary contacts for participants who are no longer contactable via the details held on record.

Approved.
The Committee ratified the approval granted by the Chair on 10 May 2007.

20 June 2007

Variation to conduct a second reminder call to the small sub-group of participants who indicated during the
initial reminder call that they intended on returning the survey but who had not returned it during the next thre:
weeks..

Approved.
The Committee ratified the approval granted by the Deputy Chair on 5 June 2007.

18 July 2007
Variation to amend the survey for the third wave of data collection.

Approved.
The Committee ratified the approval granted by the Chair on 5 July 2007.

11-Jun-2008
Variation to: Include a new research question relating to analysis of the existing data; specifically looking at
the psychosocial concerns of young adults aged 19-40 years.

Approved.
The Committee ratified the approval granted by the Chair on 29 May 2008 under the provisions for
expedited review.

Professor Val Robertson

Authorised Certificate held in Research Services Chair, Human Research Ethics Committee
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[date]

«TitleID» «perFirstName» «perLastName»
«perMailAddrl» «perMailAddr2» «perMailAddr3» «perMailAddrad»
«perMailCity» «perMailState» «perMailPostcode»

Dear «TitleID» «perLastName»
Cancer Survival Study

Thank you for allowing us to contact you. You are invited to take part in a project about cancer
survivorship. The study aims to improve our understanding of the physical, emotional and
lifestyle issues faced by cancer survivors, and how these change over time.

You have been selected as a possible participant in this study because you were recently
diagnosed with cancer for the first time. Werealise this is a difficult time for you, however,
your experiences are important to us, and will help cancer survivors in the future to have the
best care.

The study is being conducted by researchers at the Centre for Health Research and Psycho-
oncology (CHeRP). CHeRP is the Behavioural Research Unit of the Cancer Council NSW and is
based within the Faculty of Health at the University of Newcastle.

Your participation in this study is completely voluntary. Your decision whether or not to
participate will in no way affect your current or future medical care. If you agree to take partin
this study, you will be asked to fill in a questionnaire four times over the next five years and
return it to us. The questionnaire will ask about your physical and emotional health, any needs
you may have, lifestyle issues, as well as some general background questions about you and
the treatment of your cancer. The questionnaire will take about 30-45 minutes to complete.
The enclosed information leaflet (blue) gives you a more detailed description about what is
involved.

If you decide to participate, all information you give us will remain strictly confidential. Only
authorised staff of the research team will have access to the information, and your name and
any other identifying information will be removed and replaced by a code number before the
information is analysed. A report of the project may be submitted for publication in scientific
journals. Some of the information will also be used by Ms Allison Boyes and Ms Alison Zucca as
part of their higher degree studies at The University of Newcastle, under the supervision of
Associate Professor Afaf Girgis. Individual participants will not be identifiable in either the
reports or higher degree theses generated from this research.

If you decide to take part in this study you are free to withdraw at any time and do not have to
give a reason for doing so.
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Enclosed are:
e A blue study information leaflet - this is for you to read and keep;

e A green change of address form - this is for you to keep in a safe place and return to us only
if your contact details change;

e Avyellow secondary contact form - this is for you to fill in and return to us so that we can get
in contact with someone who knows where you are if we can't locate you;

o Avyellow future studies form - this is for you to fill in and return to us to let us know if you
would like to be informed about other related studies as they come up;

e A questionnaire containing seven sections (your cancer diagnosis and treatment, your
emotional well-being, your overall health, your needs, your access to social support, your
coping styles and your general background and lifestyle) for you to complete and return to
us;

o A reply-paid envelope;

e Asealed yellow envelope containing information about a Partners and Caregivers Study also
being conducted by CHeRP researchers. This study is looking at the physical and emotional
health of the partners and caregivers of people diagnosed with cancer. We would like to
ask you to pass on the envelope to your husband, wife, partner, or main caregiver - a
definition is given on the front of the envelope to help you select the most relevant person.
This project is separate to the Cancer Survival Study. Your partner or caregiver can decide
to participate in the Partners and Caregivers Study, regardless of your decision to
participate or not in the Cancer Survival Study.

Please read the information leaflet carefully. If you decide to take part in the Cancer Survival
Study, simply fill in the yellow forms and the questionnaire and return them to us within the
next seven days in the reply-paid envelope. The return of your completed questionnaire will
be taken as an indication of your voluntary consent to participate in this study.

If you would like to know more about this study or have any questions please feel free to
contact Alison Zucca (Research Officer), or myself, by telephone: 1800 246 337 (freecall);
email: CHeRP-survival@newcastle.edu.au; or by writing to:

Cancer Survival Study

The Cancer Council NSW

Locked Bag 10

Wallsend NSW 2287

This information sheet is for you to keep. Thank you for considering this request.

Yours sincerely

Allison Boyes (MPH)
PROJECT MANAGER

Complaints about this research. This project has been approved by the Human Research Ethics Committee of the Cancer
Institute NSW (No. 2004/05/036) and the University of Newcastle (H-199-1101). Should you have concerns about your rights
as a participant in this research, or have a complaint about the manner in which this research is conducted, it may be given to
the researcher, or, if an independent person is preferred, to either Ethics Manager, Cancer Institute NSW, PO Box 41,
Alexandria NSW 1435, telephone (02) 8374 5624, or The Human Research Ethics Officer, Research Office, The Chancellery,
The University of Newcastle, Callaghan NSW 2308, telephone (02 4921 6333), email Human-Ethics@newcastle.edu.au

A84


mailto:survivorship@newcastle.edu.au
mailto:Human-Ethics@newcastle.edu.au

Appendix 7.3: Reminder letter (baseline)

[date]

«TitleID» «perFirstName» «perLastName»
«perMailAddrl» «perMailAddr2» «perMailAddr3»
«perMailAddrd»

«perMailCity» «perMailState» «perMailPostcode»

Dear «TitleID» «perLastName»
Cancer Survival Study

You may recall me writing to you a few weeks ago to see if you would be willing to take
part in research about cancer survivorship. Enclosed with the letter was a copy of the
Cancer Survival Survey. As | have not yet received your completed survey, | am writing to
you again to ask you to consider taking part in our research. If you have returned your
survey in the last few days, please disregard this letter.

As you may recall, the research aims to improve our understanding of the physical,
emotional and lifestyle issues faced by cancer survivors and is being conducted by the
Centre for Health Research & Psycho-oncology (CHeRP). Your participation in this study
will help to inform us about the types of services and support desired by cancer survivors.

| have enclosed another copy of the study information leaflet, the Cancer Survival Survey, a
future studies form, change of address form, secondary contact form and a reply-paid
envelope.

Please read the information leaflet carefully. If you decide to take part in the study, simply fill
in the yellow forms and the questionnaire and return them to us within the next seven days
in the reply-paid envelope. The return of your completed questionnaire will be taken as an
indication of your voluntary consent to participate in this study.

Your decision whether or not to participate will in no way affect your current or future
medical care. If you decide to participate, all information you give us will remain strictly
confidential. Only authorised staff of the research team will have access to the
information, and your name and any other identifying information will be removed and
replaced by a code number before the information is analysed. A report of the project may
be submitted for publication in scientific journals. Some of the information will also be
used by Ms Allison Boyes and Ms Alison Zucca as part of their higher degree studies at The
University of Newcastle, under the supervision of Associate Professor Afaf Girgis. Individual
participants will not be identifiable in either the reports or higher degree theses generated
from this research.
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Appendix 7.3: Reminder letter (baseline)

If you decide to take part in this study you are free to withdraw at any time and do not
have to give a reason for doing so.If you would like to know more about this study or have
any questions please feel free to contact Alison Zucca (Project Officer) or myself by
telephone: 1800 246 337 (freecall); email: CHeRP-survival@newcastle.edu.au or by writing
to us at;

Cancer Survival Study
The Cancer Council NSW
Locked Bag 10
Wallsend NSW 2287

If receiving this request has caused you any distress and you would like to speak to a
counsellor, please call the Cancer Helpline on 13 11 20.

Thank you for considering this request.

Yours sincerely,

Allison Boyes (MPH)
PROJECT MANAGER

Complaints about this research. This project has been approved by the Human Research Ethics Committee of the
Cancer Institute NSW (Project No 2004/05/036) and the University of Newcastle (Approval No H-199-1101). Should
you have concerns about your rights as a participant in this research, or have a complaint about the manner in
which this research is conducted, it may be given to the researcher, or, if an independent person is preferred, to
either Ethics Manager, Cancer Institute NSW, PO Box 41, Alexandria NSW 1435, telephone (02) 8374 5624, or, The
Human Research Ethics Officer, Research office, The Chancellery, The University of Newcastle, University Drive,
Callaghan NSW 2308, telephone (02 4921 6333), email Human-Ethics@newcastle.edu.au
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This leaflet is about a health research project. If, after
reading it, you would like more information please
telephone Allison Boyes or Alison Zucca on 1800 246
337 (Freecall) or write to:

Cancer Survival Study

The Cancer Council NSW

Room 230A, Level 2, David Maddison
Building, Callaghan NSW 2308

What is this research about?

It is about the effect that cancer has on adults. We want
to find out about the physical, emotional and lifestyle
issues faced by cancer survivors. We will follow cancer
survivors for up to five years after they are diagnosed
with cancer to see how these issues change over time.
This study will not influence any decisions made
between you and your doctor about your care.

How will this study help?

This study will tell us more about the effect that cancer
has on survivors and the type of help they desire at
various stages of the diagnosis, treatment and recovery
pathway. This research will help The Cancer Council to
develop new programs and policies.

Why should | take part?

If we knew more about the physical, emotional and
lifestyle issues faced by cancer survivors, it would be
possible to direct resources into those areas where
cancer survivors need the most help. By taking part you
will be helping cancer survivors in the future to have the
best care. We would really appreciate your help in our
study

Who is doing the research?

Researchers at the Centre for Health Research and
Psycho-oncology (CHeRP) are running the study. CHeRP
is the Behavioural Research Unit of the Cancer Council
NSW and is based within the Faculty of Health at the
University of Newcastle. These researchers are especially
interested in improving the quality of care and support
for cancer survivors.

Who is paying for the research?

The National Health and Medical Research Council and
the Cancer Council NSW have committed funds to the
study.

Who will take part in the research?

People living in NSW or Victoria who are aged between
18 and 80 years and have been diagnosed with their first
primary cancer in the last four months are being asked
to take part.

How did you get my name?

You agreed for the NSW Central Cancer Registry to pass
on your contact details to the research team so that we
could write to you and ask you to consider participating
in this study.

What will | have to do?
If you decide to participate:

e  Fillin the enclosed questionnaire and return it to us
within the next 7 days in the reply-paid envelope
provided. The questionnaire will take about 30-45
minutes to complete. You do not have to fill it in all
at once; you may fill it in over several days until it is
all completed. The return of your completed

questionnaire to us will be taken as an indication of
your voluntary consent to participate.

e  We will send you a similar questionnaire three
more times over the next five years. These surveys
will be sent to you six months, one and a half years
and four and a half years after the first survey.

What sort of questions will be asked?

The questionnaire will ask about your physical and
emotional health, any needs you may have, your
lifestyle, as well as some general background questions
about you and the treatment of your cancer. Each
question will have a list of answers for you to choose
from.

Will my information be kept confidential?

Yes. All the information you give will be kept strictly
confidential and will be stored in accordance with strict
privacy protection procedures. Only authorised study
staff will have access to the data. Names will be removed
from records and replaced with a code number as soon
as possible after collection and before analysis. You will
not be able to be identified, either directly or indirectly,
when the results of the study are reported.

What if | don't agree to take part?

It is your choice whether or not you take part. The care
you receive for your cancer will not be affected in any
way if you choose not to take part.
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What if | agree and then change my mind?
Participation in the research is voluntary. The care you
receive for your cancer will not be affected in any way if
you change your mind.

You may withdraw at any time after you have agreed to

take part by:

e Telephoning Allison Boyes (Project Manager) or
Alison Zucca (Project Officer) on 1800 246 337
(freecall);or

e Sending a letter to

Cancer Survival Study
Cancer Council NSW
Locked Bag 10
Wallsend NSW 2287; or

e Sending a fax to the Project Manager on
(02) 4913 8612;0r

e Sending an email to the Project Manager at: CHeRP-
survival@newcastle.edu.au

Need more information?

If you would like more information about the study
please call Allison Boyes (Project Manager) or Alison
Zucca (Project Officer), on 1800 246 337 (Freecall).

The Human Research Ethics Committees of the Cancer
Institute NSW and the University of Newcastle have
approved this research. If you have any complaints
please contact:

Ethics Manager
Cancer Institute NSW
PO Box 41

Alexandria NSW 1435
(02) 8374 5624 or

Human Research Ethics Officer
The University of Newcastle
University Drive

Callaghan NSW 2308

(02) 4921 6333

Postal

Cancer Survival Study
The Cancer Council NSW
Locked Bag 10

Wallsend NSW 2287

Freecall 1800 246 337

E-mail CHeRP-survival@newcastle.edu.au

Cancer
Survival
Study

Information for participants
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Appendix 7.6: Change of address form

The

. Cancer
Cancer Survival Study \ ) Council

New South Wales

Change of Address Form
C1/0000

As you are aware, we will need to contact you again over the next 5 years. Over such a long period,
people often move and change their address. When any of your contact details change, please fill in this
form with your new contact details and send it to us at the address below (no stamp needed). We will

send another copy of this form to you from time to time over the next five years in case you misplace it.

These details are confidential and will not be given to

anyone outside the research team.

Remember you can also contact us at any time on our Freecall number 1800 246 337 or by email:

CHeRP-survival@newcastle.edu.au

Please print:
First Name Surname
New postal
address
State Postcode
New New
telephone (home) mobile
New New
email address fax number

Please return your completed form to:

Cancer Survival Study
The Cancer Council NSW
Locked Bag 10
Wallsend NSW 2287

THANK YOU FOR YOUR CO-OPERATION
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Appendix 7.7: Secondary contact form

Cancer Survival Study

Secondary Contact Form

0/0000

As you are aware, we will need to contact you again over the next four years. Over such a long period,
people often move and change their address. We realise that moving is a hectic time and people often
forget to fill in Change of Address forms. Therefore, we are asking you to provide us with the details of a

secondary contact.

A secondary contact is someone who will always know how to get in contact with you and whose contact
details are different from yours. We will only contact your secondary contact if we cannot reach you via

any of the contact details you have already given us.

Please print details of secondary contact:

Secondary Contact Secondary Contact
First Name Surname
Address
State Postcode
Telephone (home) Mobile
Email address Fax number

YOUr NAME ettt r et ee e e eee e

YOUr SiNAtUre oottt e Date ...cveuenne

Please use the reply-paid envelope provided to return your completed form to:

Cancer Survival Study
The Cancer Council NSW
Locked Bag 10
Wallsend NSW 2287

THANK YOU FOR YOUR CO-OPERATION
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Appendix 7.8: Future studies form

Cancer Survival Study

Future Research

O/000d

In the future, the Centre for Health Research & Psycho-oncology will be conducting other research
involving cancer survivors. You may be eligible to take part in some of these studies. If you would like to
be informed about future research with cancer survivors please let us know and we will send you an

information sheet as these studies come up.

Please read this section, then tick one box to indicate YES or NO.

YES | am interested in receiving information about other studies involving

cancer survivors.

I understand this does not mean | am agreeing to take partin a
study.

NO I am not interested in receiving information about other studies

involving cancer survivors.

YOUr NAME et ere et et sr e saeseaaeeserae srnaes

YOUN SigNAtUIE oottt e e e s Date ......cceeerunnee

Please use the reply-paid envelope provided to return your completed form to:

Cancer Survival Study
The Cancer Council NSW
Locked Bag 10
Wallsend NSW 2287

THANK YOU FOR YOUR CO-OPERATION
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Appendix 7.9: Survivor information statement (follow-up)

[date]

«TitleID» «perFirstName» «perLastName»
«perMailAddrl» «perMailAddr2» «perMailAddr3» «perMailAddrd»
«perMailCity» «perMailState» «perMailPostcode»

Dear «TitleID» «perLastName»
CANCER SURVIVAL STUDY

Thank you for being part of the Cancer Survival Study. We are now surveying everyone for the
second time. Regardless of whether your wellbeing has changed since the first survey, your
experiences are important to us.

We invite you to complete the enclosed survey. Completion of the survey is, of course,
voluntary, and your answers will be kept confidential. If you return the completed survey to
us we will use your code number (not your name) to link the information you provide this time
with the information you have already given us. This will allow us to follow changes in cancer
survivors’ wellbeing over time.

Also enclosed is a secondary contact form. This form is for you to provide us with the details
of a relative or friend who will be able to help us find you if we lose contact with you over the
next few years. We would only contact this person if we can’t reach you through any of the
contact details you have given us. Providing us with the details of a secondary contact is, of
course, voluntary, and the information will be kept confidential.

If you decide to complete the survey and secondary contact form, please return them to us in
the reply-paid envelope provided. If you have any questions about the survey or the study,
please ring us on our Freecall number 1800 246 337.

We appreciate your contribution to this study. However, if at any time you decide that you no
longer want to take part, please telephone or write to us. If we do not hear otherwise, we will
continue to include you in the study.

Thank you again for your help.

Yours sincerely

Allison Boyes
PROJECT MANAGER

This project has been approved by the Human Research Ethics Committee of the Cancer Institute NSW (No. 2004/05/036) and the
University of Newcastle (H-199-1101). Should you have concerns about your rights as a participant in this research, or have a
complaint about the manner in which this research is conducted, it may be given to the researcher, or, if an independent person
is preferred, to either Ethics Manager, Cancer Institute NSW, PO Box 41, Alexandria NSW 1435, telephone (02) 8374 5624, or The
Human Research Ethics Officer, Research Office, The Chancellery, The University of Newcastle, Callaghan NSW 2308, telephone

(02) 4921 6333, email Human-Ethics@newcastle.edu.au.
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Appendix 7.10: Reminder letter (follow-up)

[date]

«TitleID» «perFirstName» «perLastName»
«perMailAddrl» «perMailAddr2» «perMailAddr3» «perMailAddrd»
«perMailCity» «perMailState» «perMailPostcode»

Dear «TitleID» «perLastName»

CANCER SURVIVAL STUDY

You may recall me writing to you a few weeks ago to thank you for being part of the Cancer
Survival Study and to let you know that we are now surveying everyone for the second time.
Enclosed with the letter was a copy of the Cancer Survival Survey 2. As | have not yet
received your completed survey, | am writing to you again to ask you to consider continuing
your valuable contribution to our research. If you have returned your survey in the last few
days, please disregard this letter.

We invite you to complete the enclosed survey. Completion of the survey is of course
voluntary, and your answers will be kept confidential. If you return the completed survey to us
we will use your code number (not your name) to link the information you provide this time
with the information you have already given us. This will allow us to follow changes in cancer
survivors’ well-being over time.

Also enclosed is a secondary contact form. This form is for you to provide us with the details of
a relative or friend who will be able to help us find you if we lose contact with you over the
next few years. We would only contact this person if we can’t reach you through any of the
contact details you have given us. Providing us with the details of a secondary contact is, of
course, voluntary, and the information will be kept confidential.

If you decide to complete the survey and secondary contact form, please return them to us in
the reply-paid envelope provided. If you have any questions about the survey or the study,
please telephone Alison Zucca (Project Officer) or myself on our Freecall number 1800 246 337.

We appreciate your contribution to this study. However, if at any time you decide that you no
longer want to take part, please telephone or write to us. If we do not hear otherwise, we will
continue to include you in the study.

Thank you again for your help.

Yours sincerely

Allison Boyes
PROJECT MANAGER

This project has been approved by the Human Research Ethics Committee of the Cancer Institute NSW (No. 2004/05/036) and the
University of Newcastle (H-199-1101). Should you have concerns about your rights as a participant in this research, or have a
complaint about the manner in which this research is conducted, it may be given to the researcher, or, if an independent person
is preferred, to either Ethics Manager, Cancer Institute NSW, PO Box 41, Alexandria NSW 1435, telephone (02) 8374 5624, or The
Human Research Ethics Officer, Research Office, The Chancellery, The University of Newcastle, Callaghan NSW 2308, telephone
(02) 4921 6333, email Human-Ethics@newcastle.edu.au.
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Appendix 8.1: Protocol for reminder telephone calls

Protocol for reminder telephone calls

Hello, my name is (first name). I'm calling on beh

concerning some research. May | speak with

alf of the Cancer Council NSW

please?

v

{

If person IS NOT there

Is there a better time | could call
back and reach ?
LOG DETAILS

Thank you for your time

If person IS there

Around a month ago the Cancer
Council mailed a questionnaire to
you. | was wondering if you recall
receiving this questionnaire?

v

y

YES, recalls receiving questionnaire

Great, we haven't received your completed
questionnaire yet so I'm phoning to see if you
still want to contribute to the research. It's not

NO, does not recall receiving
questionnaire

SEE OVER

too late to complete your questionnaire. Are you
still interested in participating?

v

v

Yes, interested in participating
Do you need the questionnaire or any information
about the research sent to you again?

No, not interested in participating
That's fine. Thanks for your time.
END CALL

v
Yes

Can | confirm your mailing address is__ ? We'll put
another questionnaire in the post for you tomorrow.

No

A

Would you like our contact number in case you have any questions or concerns about the

survey or cancer?

YES

For questions about the survey please call Alison, the
Research Officer on 1800 246 337, or for questions about
cancer, call the Cancer Helpline on 131120.

Thanks for your time and help. We'll look forward to
receiving your survey. If you could try and return the

survey in the next two weeks that would be great.
END CALL

|

Thanks for your time and
help. We'll look forward to
receiving your survey. If you
could try and return it in
within the next two weeks
that would be great.

END CALL
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Appendix 8.1: Protocol for reminder telephone calls

No, does not recall receiving questionnaire

Can | confirm your mailing address is

GIVE ADDRESS

Y

A 4

YES, address is correct

Would you like me to send you another copy
of the questionnaire and study information?

NO, address is incorrect
Would you like me to send another copy of the
questionnaire to your current mailing address?

A 4

YES

We'll put another
guestionnaire in the post
for you tomorrow

NO

in participating?

Are you still interested

YES

Great, we haven't
received your completed
questionnaire yet so I'm
phoning to let you know
that it’s not too late to
complete it.

l

YES

What is your current mailing
address?

RECORD ON LOGSHEET

We'll put another questionnaire

in the post for you tomorrow

NO

That's fine. You’ve got
our number if you
change your mind.
Thanks for your time.
END CALL

v

!

A 4

Would you like the contact number in case you have any questions or concerns about the survey

or cancer in general?

v

Yes

For questions about the survey please call Alison, the

Research Officer on 1800 246 337, or for questions about

cancer, call the Cancer Helpline on 131120.
Thanks for your time and help. We'll look forward to
receiving your survey. If you could try and return the

survey in the next two weeks that would be great.

END CALL

v
No

Thanks for your time and
help. We'll look forward to
receiving your survey. If you
could try and return it in
within the next two weeks
that would be great.

END CALL
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Appendix 8.2: Frequently asked questions

Frequently Asked Questions

GENERAL STUDY QUESTIONS

What is the research about?

The research is about the effect that cancer has on adults diagnosed with cancer. We want to
find out about the physical, emotional and lifestyle issues faced by cancer survivors. We will
follow cancer survivors for up to five years after they are diagnosed with cancer to see how

these issues change over time.
How will the study help?

This study will tell us more about the effect that cancer has on cancer survivors and the type of
help they desire at various stages of the diagnosis, treatment and recovery pathway. This
research will help The Cancer Council to develop new programs and policies to better assist

cancer survivors.
Why should I take part?

By taking part you'll be helping cancer survivors in the future to receive the best possible care.

We would really appreciate your help in our study.
Who is doing the research?

Researchers at the Centre for Health Research and Psycho-oncology (CHeRP) are running the
study. CHeRP is the Behavioural Research Unit of the Cancer Council NSW and is based within
the Faculty of Health at the University of Newcastle. These researchers are dedicated to

improving the quality of care and support for cancer survivors.
Who is paying for the research?

The National Health and Medical Research Council, The Cancer Council NSW and the Hunter

Medical Research Institute are funding the study.
Who will take part in the research?

People living in NSW or Victoria aged between 18 and 80 years who have been diagnosed with

their first cancer in the last 4-6 months are being asked to take part.
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Appendix 8.2: Frequently asked questions

How did you get my name?

The Cancer Registry in your state passed on your contact details to us with your permission so

that we could write to you and ask you to consider participating in this study.

What will | have to do?

If you decide to participate you will be required to fill in a questionnaire. The questionnaire will
take about 30-45 minutes to complete. We will send you a similar questionnaire three more
times over the next five years. These surveys will be sent to you six months, one and a half

years and four and a half years after the first survey.

What sorts of questions will be asked?

The questionnaire will ask about your physical and emotional health, any needs you may have,
your lifestyle, as well as some general background questions about you and the treatment of

your cancer. Each question will have a list of answers for you to choose from.

Will my information be kept confidential?

Yes; all the information you give us will be kept strictly confidential. Your name will not be on

the survey and you will not be able to be identified when the results of the study are reported.

What if | agree to take part and then change my mind?

That's OK. Participation in the research is completely voluntary. The care you receive for your
cancer won't be affected in any way if you change your mind or choose not to take part. You

can withdraw at any time after you have agreed to take part - just let us know.

Can | get a copy of the results, please?

Yes; once a year we will send a newsletter to all people participating in the study. This

newsletter will contain the most recent results from the research.
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Appendix 8.2: Frequently asked questions

SURVEY COMPLETION QUESTIONS
How long will the survey take to complete?

The survey will take about 30-45 minutes to complete. You don't have to fill it in all at once;

you can fill it in over several days until it is all completed.

There are circumstances in my life that aren't related to cancer that will affect my answers.

How do | answer the survey?

For questions about:
—  emotional wellbeing
—  overall health

—  social support

You don't need to differentiate between your symptoms as a result of cancer, and your

symptoms as a result of the other circumstances in your life.

For questions about:

— unmet needs)

We are interested in your needs as a result of having cancer. If there are circumstances, other
than cancer, that may affect how you respond, please have a go a trying to differentiate
between the two. For example, for question 1, in the last month what was your level of need
for help with pain, do your best at trying to differentiate your need for help with cancer-related
pain, and your need for help with non-cancer-related pain. We are very interested to hear

about your cancer-related pain. You may find it tricky, but just do your best.
I have recently been diagnosed with another cancer. How should | answer the survey?

You should try and answer the questions in relation to your first cancer diagnosis. You may find

it tricky trying to distinguish one cancer experience from another, but just do your best.

My overall wellbeing was much worse when | was undergoing treatment. Should | answer

the survey in relation to how | was feeling back then?

No; you should answer the questions in relation to how you are feeling now - unless the
question tells you to think back to how you have been feeling in the last week or the last
month. We don't know much about Australian cancer survivors' experiences after treatment,

and this study will help to fill this gap in our knowledge.
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Appendix 8.2: Frequently asked questions

'I| FEEL GOOD' or 'l FEEL UNWELL' QUESTIONS
| feel fine. | don’t think | have anything useful to contribute to the research.

It's great to hear that you're doing well. It is important that we hear from people who are
experiencing ongoing difficulties, as well as those who experience only a few or none at all.

Your answers will help us to obtain an overall picture of the experiences of all cancer survivors.
I don't have cancer anymore.

We're interested in finding out how people are getting on after a cancer diagnosis. This means

you can still take part in the research even if you no longer have cancer.
What if | do not feel well enough to participate?

You can withdraw your participation at any time. You may choose to withdraw from the
study entirely, or you may prefer to skip one of the four surveys and continue participating
when you are feeling better. If you choose to participate and don’t feel well enough when
you receive the questionnaire in the mail, just let us know by calling our Freecall number.

Alternatively, you can let us know when we call you to follow up the survey.
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Appendix 8.2: Frequently asked questions

HOLIDAY and MOVING HOUSE QUESTIONS

I'm going on holidays soon. Can I still complete the survey?

Yes; you can still complete the survey if you are going on holidays. You can post the survey in
the reply-paid envelope from anywhere in Australia. If you're holidaying overseas, it’s OK if you

return the survey a little later.

I will be on holidays when the next survey is due.

We can send the survey to your holiday address. Would you like to receive the survey while

you are away?

I’'m moving at the end of the year. Can I still take part?

We are happy to send the survey to your new address. Do you know your new address yet?

(obtain moving date)

(Double check secondary contacts)

Is [list secondary contact] still the best person to contact if we are unable to

locate you?
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Appendix 8.2: Frequently asked questions

MAIL-OUT-SPECIFIC QUESTIONS

I've just received another survey, but | have already sent you my completed survey.

Thanks. Let me just check our records to see if we have received your survey (check database.)

If survey received: Yes, we received your survey on (provide date). It looks like the surveys have

crossed in the mail. I'm sorry for the confusion and | appreciate your call. You don't need to
complete the survey again, but feel free to mail the survey back to us in the reply-paid

envelope.

If survey not received: No, we haven't received your completed survey yet. Did you mail it to us

recently?

If recently mailed: | expect the survey is still on its way. If we haven't received your survey in

the next week, would it be OK if we called you to fill in the one you've just received?

If not recently mailed: | expect the survey has been delayed at the mail room. If we haven't
received your survey in the next few days, would it be OK if we called you and asked you to fill

in the one you've just received?
Which forms do | send back to you?
There are three forms you need to send back to us. These are

- the questionnnaire ... that is the large booklet

- and the two yellow forms; one labelled "future research form" and the other labelled
"secondary contact form" .

Just place these 3 forms in the reply-paid envelope and post at any post box. No postage stamp

is needed.
I have not received/lost a reply-paid envelope.

| can send you another reply-paid envelope. Alternatively, if you have a spare envelope, | can

give you the address to send it to:

Cancer Survival Study
The University of Newcastle
Reply Paid 63885
CALLAGHAN NSW 2308
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In the bottom left hand corner place the following details:
CHeRP
School of Medical Practice and Public Health
Faculty of Health
LMB 10, Wallsend NSW 2287
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RESPONDING TO EMOTIONS
Person distressed
(Empathise with person)

If you would like, | can give you the number of the Cancer Council Helpline which is staffed by
professional nurse counsellors. The Helpline is a great service that provides information,
support and referral to all people affected by cancer. Would you like the number of the Cancer

Council Helpline? The number is 13 11 20, and they are open Monday to Friday, 9am to 5pm.
Person angry/disgruntled with hospital/clinician/Cancer Council NSW
(Empathise with person)

Our role at the Centre for Health Research & Psycho-oncology is to study the effect that cancer
has on cancer survivors so that we can assist the Cancer Council to develop new programs and

policies that help cancer patients.

For people unhappy with Hospital/Doctor:

Would you like the number of the Cancer Council Helpline?

The number is 13 11 20, and they are open Monday to Friday, 9am to 5pm.
Person angry/disgruntled with the conduct of the Cancer Survival Study
Record the following details where possible

- name, address, contact details

- nature of the complaint

Would you like the Project Manager, Allison Boyes, to call you back?
Someone close to participant has died

I'm very sorry for your loss. You are welcome to complete the survey but | understand if you

would prefer not to. Thank you for your time.
Participant has died

I've very sorry for your loss. Thank you very much for letting us know.
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CANCER REGISTRY QUESTIONS

What is the Cancer Registry?

Each Australian state has its own cancer registry. The law requires that these registries collect
details of all cancer diagnosed in their state.
- In NSW, the cancer registry is located at the Cancer Institute NSW

- InVictoria, the cancer registry is located at the Cancer Council Victoria.

The information from the registry is used:
- To monitor cancer cases and cancer deaths
- To help with planning services for the control of cancer, and care of cancer patients
- To measure the effectiveness of cancer treatments, and cancer control programs

- To assist with research (such as this one) to find out more information about cancer.

More details about the registry, if requested:

The information collected about patients with cancer includes: name, address, date of
birth, country of birth, whether the person is Aboriginal or Torres Strait Islander, clinical
details about cancer, and the notifying institution or doctor. Access to the information
about identified cancer patients can only be obtained by health and medical researchers

when certain stringent criteria are met.

Why does my doctor have to give permission for me to participate?

Your name was sourced from your state cancer registry. It is only with permission from your
doctor and yourself that the registry will release information about you to us. The registry

operates according to strict privacy laws and stringently protects the information it holds.

What sorts of questions does my doctor have to answer about me?

The questions the registry asks your doctor are:

- Is the patient able to read and understand English?

- Is the patient physically and mentally able to complete a survey?

- Has the patient been informed of the cancer diagnosis?

- Are there any other reasons why this patient should not be contacted?
If your doctor answers yes to all these questions, then the cancer registry will contact you and
inform you about the study.
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NON-STUDY-SPECIFIC QUERIES
How can | help other people with cancer?

There are a number of ways you can help the Cancer Council NSW such as

- participating in fundraiser events

- becoming a volunteer

- making a donation.
The Cancer Council NSW has a special office dedicated to fundraising. You can find out more by
calling the hotline 1300 780 113 or logging onto the Cancer Council NSW website

www.nswcc.org.au and following the links to 'how can you help'.
Can you tell me about cancer/ medical treatments/etc?

Unfortunately is not my area of expertise. However, the Cancer Council NSW has a
Helpline that is staffed by professional nurse counsellors who would be able to help you with that.
Would you like the number of the Helpline? The number is 13 11 20, and they are open Monday to

Friday, 9am to 5pm.
I have a friend/relative who would love to participate. Can I give you their details?

The participants for this research have already been selected. If your friend/relative has not
received the survey yet, then they do not need to take part. However, your friend/relative is more
than welcome to call or read the study materials if they would like some information about the
study or cancer.
- For information about the study you can contact Allison Boyes, the Project Manager, or
Alison Zucca, the Project Officer, on 1800 246 337.

- For any questions/concerns about cancer you can call the cancer helpline on 13 11 20.
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CARERS’ QUESTIONS

What is this yellow envelope for?

Other researchers in our team are conducting a separate study to the Cancer Survival Study,
which is for the partners and caregivers of cancer survivors. We would like you to pass the
envelope on to your husband, wife, partner or main caregiver. A definition has been written on

the front of the envelope to help you to decide who to pass the information on to.

“A partner can include the husband or wife, de facto partner, boyfriend or girlfriend.

A main caregiver:

* Is the person who springs to mind as most involved in supporting you through your illness,

often your partner, but sometimes a sister, child, other relative, or a friend.

* Can be a man or woman of any age who may or may not live with you.

* Does not necessarily do any physical tasks for you, such as cooking and cleaning; they may

provide company and/or emotional support.

* Is NOT someone who is paid to look after you (e.g. a nurse or home help).”

What if | don't have a caregiver?

You can still participate in the Cancer Survival Study. If you do not have a caregiver (that is,
someone who is supporting you through the iliness, who may help you with doing tasks, or give

you emotional support), then please just discard the information.

Obtain participant details and don't send a caregivers package in their reminder letter.

| have two people who support me. Who is the best person to pass the information pack on

to?

Please pass the information on to the person who is closest to you, who is most affected by

your diagnosis.

I have two caregivers. Can | pass information on to both of them?

No; we would like you to please pick one of your caregivers who gives you support, and has

been most affected by your diagnosis.
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My partner has health problems and isn’t well enough to participate. | look after them.

If you have anyone else close to you who helps support you, or helps you with any tasks, or has

been affected by your diagnosis, you can pass the information on to them.
My partner/caregiver is deaf/cannot speak English. Can they still participate?

If they are able to read and understand the consent form and survey, then they are welcome to

participate.
My child looks after me (they are under 18 years). Can they participate?

If your partner/caregiver is able to read and understand the consent form and survey, then

they are welcome to participate.
My partner/caregiver has passed away

I’'m very sorry for your loss.

| DON’T IDENTIFY WITH BEING A CAREGIVER
I am his/her partner. The things | do are not related to me being their caregiver.

We are interested in your experience as their partner or caregiver. Even if you are doing things

the same as you usually have, we would still like to hear from you.

My loved one feels fine and doesn’t need a caregiver. | don’t feel | have anything useful to

contribute to the research.

We are interested in your experience of having someone close to you diagnosed with cancer.
We don’t know much about how Australian families are coping after someone close to them

has been diagnosed with cancer, and this study will help to fill this gap in our knowledge.
I’m no longer my loved one’s caregiver as they have recovered and feel fine.

That’s great news that they are feeling better. The things you might do to support your loved
one may change over time, and we are interested in hearing about how things are for you at

the moment.
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LINKING

I don’t want to take part in the linking, and so | don’t know if | should participate.

You don’t have to agree to have your data linked. The decision is entirely up to you. If you
agree to have your data linked to your loved one’s data, it will help us to plan support services

for patients and their families and caregivers. Simply fill in the consent form and return it.
Do | have to agree to have my data linked if | consent to do the survey?

You don’t have to agree to have your data linked. The decision is entirely up to you. If you
agree to have your data linked to your loved one’s data, it will help us to plan support services

for patients and their families and caregivers. Simply fill in the consent form and return it.
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Protocol for tracking participants

Start tracking if:

e The individual is not at the address currently noted (e.g. Return to Sender) or

e The individual is not at the number

To begin tracking:

a. Tick the start tracking box on the ‘tracking’ tab of the database. The survey will
automatically become inactive so that wrong phone numbers and addresses are not
included in the lists printed for reminder mail-outs and phone calls.

b. Print tracking log sheet with participant’s current details.

1. Check contact details against database
Check participant address on return to sender documents and/or telephone number

against the study database

e [f address and/or phone number are different:
a. record new details on log sheet
b. record new details in database
c. stop tracking by selecting FOUND in the tracking tab of the database
d. file tracking log sheet in participant file

e If address and/or phone number is the same, continue tracking.

2. Ifreturn to sender, contact participant by telephone

Call all telephone numbers recorded for the participant to request new postal address.

Hello, my name is (first name). | was hoping to speak with

(person’s name).
If wrong number: Sorry to bother you. Thanks for your time

I’m calling on behalf of the Cancer Council NSW. The researchers from the Cancer
Survival Study were given your details after you gave your consent to the cancer

registry. A survey was sent to the given address but it returned in the mail as “return to
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sender”. | am ringing today to confirm that the mailing address we have is your current

address. Could you confirm that your address is (address on database)?

If yes: Would you like the questionnaire sent to you again?
Yes: OK, we’ll send out a copy as soon as we can.
No: That’s fine. Thanks for your time.

If no: Would you be happy to provide us with your new contact details?
Yes: What is your current address?

No: That’s fine. Thank you for your time

e [f address and/or phone number are different:
a. record new details on log sheet
b. record new details in database
c. stop tracking by selecting FOUND in the tracking tab of the database
d. file tracking log sheet in participant file

e If contact details are the same
a. stop tracking by selecting FOUND in the tracking tab of the database
b. file tracking log sheet in participant file

e If wrong number, continue tracking.

3. Contact participant by email

E-mail individual from the dedicated CHeRP-survival email account

e [f address and/or phone number are different
a. record new details on log sheet
b. record new details in database
c. stop tracking by selecting FOUND in the tracking tab of the database
d. attach any correspondence to the tracking log sheet and file in participant

file
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e [f contact details are the same
e stop tracking by selecting FOUND in the tracking tab of the database
e attach any correspondence to the tracking log sheet and file in participant
file

e If noresponse, continue tracking.

4. Search the electronic White Pages

Search the White Pages to match the existing name to a new address.

a. Go to the web site www.whitepages.com.au

b. Type in the individual’s name, their initial and the state

c. Conduct a capital city search followed by search in other areas within the state.

e If participant is found in the white pages
a. check the new address is different from the address currently noted (that
is, have you found any new information?)
b. record new details on the log sheet and in the database

c. stop tracking by selecting FOUND in the tracking tab of the database.

5. Contact the cancer registry
Ask cancer registry staff to check contact details uploaded against original consent form

held by them AND the electronic electoral roll

e If address and/or phone number are different
a. record new details on log sheet
b. record new details in database
c. stop tracking by selecting FOUND in the tracking tab of the database
d. attach any correspondence to the tracking log sheet and file in participant
file

e If contact details are the same, continue tracking.
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6. Contact secondary contact

Telephone secondary contact to request passing on study freecall number to participant

May | speak with__(secondary contact)  please? This is Alison from the Cancer

Council.

If no: Is there a better time | could call back and reach __(secondary contact)  Thank

you for your time

If yes: We’ve been unable to reach __(participant) _ for a research project that s/he

has been taking part in for the Cancer Council. The reason | have called you is that

(participant) provided us with your details, and indicated that we could

contact you if we were ever unable find him/her. | recently tried contacting

(participant) but his/her letter was sent back RTS (and | was unable to reach

him/her by phone). | was wondering whether you would be willing to pass on our study

freecall number to (participant) ) so that he/she could let me know about

his/her current contact details?

No: That’s fine. Thank you for your time

Yes: Great. My free call number is 1800 246 337. The research project is a
survey with the Cancer Council. (If requested ‘Cancer Survival Study’). My name

is Alison.

Yes, | know his/her new details. Would you like them? Yes, if you think that

would be OK with (participant) ? We will only use his/her contact

details for the purpose of this research project.

e If address and/or phone number are different
a. record new details on log sheet
b. record new details in database
c. stop tracking by selecting FOUND in the tracking tab of the database

d. file log sheet in participant file.
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e If contact details are the same, continue tracking
a. record results on the log sheet.
b. select NOT FOUND in the tracking tab of the database
c. select WITHDRAWN —OTHER in the status tab of the database and select
LOST TO FOLLOWUP.
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Protocol for complaints and adverse events

An adverse event occurs in response to contact from research team

\4

The Project Officer will immediately document the adverse event using
the CCNSW Complaint Form

A 4

1. The Project Officer will email an identified copy of the completed
Complaint Form to the Project Manager

2. The Project Officer will file an identified copy of the document in the
password protected folder on the network specifically designated for
this purpose: Longitudinal survivorship\log and monitoring\
complaints and adverse events document log.doc

l

1. The Project Manager will immediately investigate the complaint and
make recommendations about the corrective and preventative
actions to be taken. A de-identified copy of the completed Complaint
Form, with recommendations, will be emailed to the Project Chair.

2. The Project Chair will sign off on agreed actions.

l

The Project Manager will file the counter-signed copy of the Complaints

Form in the locked filing cabinet

1. The Project Manager will oversee the implementation of the agreed
actions

2. After all agreed actions have been implemented, the Project
Manager will prepare and submit to the ethics committees, a report
describing the incident, the corrective action(s) taken, and the
preventative action(s) taken to minimise the probability of a future
similar incident.
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Appendix 10.1: Study Flowchart

Survivors assessed for study eligibility by registry

(n=3877)

Excluded (n=96)
Ineligible (n=96)

\4

Survivors for whom registry attempted physician contact

(n=3781)
Excluded (n=1051)
Ineligible (n=287)
> Doctor uncontactable
(n=573)
\ 4 Doctor refused (n=191)

Survivors with physician consent to be contact by registry
(n=2730)

Excluded (n=1039)

Ineligible (n=163)
Survivor uncontactable
(n=67)

Survivor refused (n=399)
No response (n=358)
Quota reached-no
further contact (n=52)

\ 4

A 4

Survivors consent to be contacted by researchers
(n=1691) Excluded (n=118)

Ineligible (n=16)

Died before responding
(n=21)

Non-consent to study
(n=81)

v No response (n=201)

\ 4

Time 1: Survey not sent (n=12)

Total recruited and survey returned (n=1360)
Excluded (n=44)

Died before responding
(n=16)
Non-consent to study
(n=28)
No response (n=188)
v Attrition (n=71)

A 4

Time 2: Deceased (n=34)
Withdrawn (n=37)

Survey returned (n=1270) including 74 late entry to study
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