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Development of psychological treatment for cancer-related suffering experienced by
young people diagnosed with cancer during adolescence

Pediatric oncology care has improved dramatically over the past 20 years and the overall
survival rate for childhood cancer is approaching 80 % (Robison et al., 2009). Advances in
treatments have ensured this development and children and adolescents struck by cancer
experience increasing periods of disease-free survival. Although most children and
adolescents diagnosed with cancer survive the disease, challenges remain for these persons
and their families. A growing body of literature has shed light on the long-term physical and
psychological consequences of cancer and it has been shown that childhood cancer survivors
are at risk for psychological problems (Bruce, 2006).

Adolescence is a turbulent period characterized by physical, emotional, social and cognitive
changes, being diagnosed with cancer during this period involves challenges that may be
especially strenuous to cope with (Epelman, 2013). We have followed a cohort diagnosed
with cancer during adolescence from shortly after diagnosis (N=61) up to 10 years after
diagnosis investigating HRQOL, anxiety, and depression in comparison to a reference group.
Results show that the first phase of survivorship is characterized by low vitality and mental
health and increased levels of depression, thereafter rapidly increasing levels of vitality and
mental health and decreasing levels of anxiety and depression up to four years after diagnosis.
Ten years after diagnosis the cancer group reports higher vitality but in other parts
comparable HRQOL and psychological distress as the reference group (Ander et al., 2014).
The findings support conclusions by others (Eiser, 2000; Lund, Schmiegelow, Rechnitzer, &
Johansen, 2011; Phipps et al., 2014) indicating that long-term survivors of cancer during
adolescence are doing well compared to controls without a history of cancer. However, at all
assessments a substantial subgroup reports clinically relevant distress and the findings suggest
increasing levels of anxiety and depression from four up to 10 years after diagnosis.

The main part of the literature on young persons’ suffering related to cancer has
conceptualized the psychological symptoms that these persons report as PTSS/PTSD and
anxiety. In this project we will identify and describe how young people struck by cancer
experience their present and past life-situation, what kind of cancer-related suffering they
experience and their ideas about the future (Study A). We will also develop and evaluate
psychological treatment based on cognitive behavioral therapy (CBT) to help young people
handle the cancer-related psychological suffering they experience (Study B). CBT is effective
in treating e.g. anxiety, depression, and PTSD (SBU, 2004; SBU, 2005) but, to our
knowledge, no study has evaluated the effect of face-to-face CBT on cancer-related
psychological suffering experienced by young people struck by cancer during adolescence.
We have used the same procedure as we will use in this project when developing internet-
based CBT for irritable bowel syndrome (Lj6tsson, Andréewich, et al., 2010; Ljotsson, Falk,
et al., 2010) and hypochondriasis (Hedman et al., 2010; Hedman et al., 2011) and currently
follow the same procedure to develop CBT for parents of children previously treated for
cancer (EPN Dnr 2012/440).

Aims
Study A aims to identify and describe cancer-related suffering among young people struck by
cancer during adolescence. Study B aims to develop and evaluate a CBT-based treatment
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targeting cancer-related psychological suffering experienced by young people struck by
cancer during adolescence.

Design

Study A

Study A has an explorative design. Each participant is interviewed twice with unstructured
questions, interviews are audio recorded, transcribed verbatim, and analyzed with inductive
content analysis.

Study B

Study B has an uncontrolled, within group design in which CBT is given to young persons
(15-25 years) struck by cancer during adolescence. Each person receives up to 15 sessions of
face-to-face CBT.

Sample

The same persons participate in Study A and B. Persons are eligible if they are registered in
the Swedish Childhood Cancer Registry; are 15-25 years at study-start; were diagnosed with
cancer during adolescence (13-18 years); were treated at Akademiska Barnsjukhuset, Uppsala
or Astrid Lindgrens Barnsjukhus, Stockholm; have completed cancer treatment; and
experience cancer-related psychological suffering. Persons are excluded if they suffer from a
psychiatric disorder in immediate need of treatment, if they are in psychotherapy or if they
have suicidal ideations (based on a clinical assessment combining self-ratings on the
Montgomery-Asberg Depression Rating Scale (MADRS-S) (Svanborg & Asberg, 1994) and
information from the diagnostic interview Mini International Neuropsychiatric Interview
(M.L.N.1.) (Sheehan et al., 1998)).

Since we do not know what cancer-related psychological suffering the participants experience
and hence not the effect of CBT on this suffering, power calculations are by necessity a crude
approximation. Based on effect sizes obtained in meta-analyses of anxiety and depressive
disorders (Butler, Chapman, Forman, & Beck, 2006) we estimate an effect size (Cohen’s d) of
about 0.8 in Study B. For a power of 80 percent to detect a statistically significant difference
and allowing for 25 percent dropout or non-completers, around 20 participants are needed in
Study B. Hence, around 20 persons will be included in Study A and B. Inclusion will end
when 20 persons or more are included and when data saturation is reached in Study A. Our
experience from previous (Hedman et al., 2010; Hedman et al., 2011; Ljotsson, Andréewich,
et al., 2010; Ljétsson, Falk, et al., 2010) and ongoing studies is that a sample of around 20
persons provides enough information to develop a CBT protocol.

Treatment

The CBT interventions will be based on a clinical behavior analysis (Dougher, 2000)
conducted during the assessment phase of the treatment, which normally extends to the first
two or three sessions. The behavior analysis guides the treatment and interventions are chosen
based on this analysis and the participant’s individual needs. Three therapists work with the
treatments, two licensed psychologists and one PTP-psychologist. The CBT is administered
once a week. Each session lasts approximately 45 minutes and each participant is given 10-15
sessions. If a participant has remaining needs for psychological treatment after these sessions
he/she is referred to the regular health care.
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Data collection and Procedure

The protocol has been approved by the medical directors at the centres for paediatric
oncology in Uppsala and Stockholm and the person in charge of the Swedish Childhood
Cancer Registry. See Attachment 12 for a visual presentation of the procedure.

1. Persons 15-25 years diagnosed with cancer during adolescence (13-18 years) who
were treated at Akademiska Barnsjukhuset in Uppsala or Astrid Lindgrens
Barnsjukhus in Stockholm and are registered in the Swedish Childhood Cancer
Registry are identified via this registry. Data about personal identity number; name;
gender; diagnosis and date of diagnosis are collected via the registry by our research
group with assistance from register personnel. At the same occasion addresses to
potential participants are identified via Statens Personadressregister (SPAR). Data
collected via the two registries are saved on a USB flash drive and brought to the
principal investigator (professor Louise von Essen).

2. Telephone numbers to potential participants 18-25 years are identified via internet
search engines.

3. Telephone numbers to and information about treatment status (on/off) of potential
participants 15-17 years are identified by medical personnel at the pediatric oncology
units at Akademiska Barnsjukhuset in Uppsala or Astrid Lindgrens Barnsjukhus in
Stockholm.

4. Persons are contacted via telephone, in alphabetical order, by a psychologist and
receive short information about the study. Thereafter potential participants are asked
whether they have the possibility to participate in Study A and Study B in Uppsala or
Stockholm respectively. If so additional information is provided about the aims and
procedure of the project and about CBT. Potential participants are thereafter asked
whether they experience cancer-related psychological suffering and whether they
participate in psychological treatment. Persons > 18 years are asked if they have
finished cancer treatment. Those who no longer are on cancer treatment, do not
participate in psychological treatment and experience cancer-related suffering are
offered an assessment meeting with a psychologist and are sent written information
about the project (Attachment 4.1).

5. If inclusion has not finished (around 20 have not been included and data saturation has
not been reached) when all persons with identified telephone numbers have been
contacted, persons for whom telephone numbers cannot be identified are sent written
information about the study (Attachment 4.2) in alphabetical order. The number
contacted depends on the number of persons included via telephone and the inclusion
rate via telephone. Persons who are interested in participating in the study are directed
to a secure website where they can register name and contact information. Persons
who have registered at the website are contacted via telephone by a psychologist and
receive more information. Potential participants are asked whether they experience
psychological suffering connected to the cancer and whether they participate in
psychological treatment. Persons > 18 years are asked if they have finished cancer
treatment. Those who no longer are on treatment, do not participate in psychological
treatment and experience cancer-related suffering are offered an assessment meeting
with a psychologist.

6. Caregivers of persons 15-17 years who are booked for an assessment meeting are
informed about the study via telephone and via written information (Attachment 4.4).
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7. During the assessment meeting participants are first asked to complete the MADRS-S
(Attachment 5.1) and thereafter the M.1.N.I. structured diagnostic psychiatric
interview for DSM-IV and ICD-10 (MINI) (Sheehan et al., 1998) to assess psychiatric
disorders is administered to identify persons with psychiatric problems in immediate
need of treatment. If a person’s scores on one or both of these assessments indicate a
risk for suicide a supervisor (licensed psychologist) working in the project calls the
person to make a final judgment. Participation is thereafter offered to persons who
fulfill the inclusion criteria and are not excluded. In connection to this the psychologist
performs an assessment of whether persons 15-17 years understand what participation
implies in order to judge whether their consent to participate in the study is sufficient.
If a person does not seem to understand the implication of participation his/her
caregiver/s receive information (Attachment 4.5) and is/are asked to sign consent form
(Attachment 4.6) which the potential participants is asked to bring to the psychologist
at the first interview session. The potential participant and his/her caregiver/s are
informed that participation cannot start until caregiver/s’ consent/s have been
collected. Potential participants are once again provided written information
(Attachment 4.1 or Attachment 4.2), and asked for written consent (Attachment 4.3.1
when caregiver consent is collected, Attachment 4.3.2 for others). After consent is
provided persons are asked to complete the self-assessment forms (Attachments 5.2-
5.13), see below.

The Beck Anxiety Inventory (BAI): The BAI (Beck, Epstein, Brown, & Steer, 1988)
consists of 21 items measuring symptoms of anxiety (Attachment 5.2).

The PTSD Checklist - Civilian (PCL-C): The PCL-C (Weathers, Litz, Herman, Huska,
& Keane, 1993) consists of 17 items measuring symptoms of PTSD as defined in the
B (re-experiencing), C (avoidance), and D (hyperactivity) criteria in DSM-1V
(American Psychiatric Association, 2000). In this study the items are keyed to the
person’s cancer disease (Attachment 5.3).

Fatigue Assessment Scale (FAS): FAS (Michielsen, De Vries, & Van Heck, 2003) is a
10-item fatigue scale. The person is asked to answer how he/she usually feels on a 5-
point rating scale that varies from 1, never, to 5, always (Attachment 5.4).

Sheehan Disability Scale (SDS): The SDS (Sheehan, 1983) assesses functional
impairment in three domains; work/school, social and family life. The participant rates
the extent to which these three domains are impaired by his or her symptoms on a 10
point visual analog scale (Attachment 5.5).

Short Health Anxiety Inventory (SHAI): The SHAI (Salkovskis, Rimes, Warwick, &
Clark, 2002) consists of 18 items most highly correlated with the Health Anxiety
Inventory (64 items) measuring health anxiety. Each item consists of four statements
and the respondent is asked to select the statement that best reflects his/her experience
the last week (Attachment 5.6).

Body Image Scale (BIS): Body Image Scale (BI1S): BIS (Hopwood, Fletcher, Lee, &
Al Ghazal, 2001) is a 10-item scale developed for use in clinical trials to assess body
image changes in cancer patients (Attachment 5.7).

The Penn State Worry Questionnaire (PSWQ): The PSWQ (Meyer, Miller, Metzger,
& Borkovec, 1990) consists of 16 items measuring excessive worry (Attachment 5.8).
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Rumination Scale of the Response Style Questionnaire (RSQ): The rumination scale
of RSQ (Nolen-Hoeksema, 1991) consists of 22 statements and measures rumination
as a response to symptoms of depression (Attachment 5.9).

Patient Health Questionnaire-15 (PHQ-15): The PHQ-15 (Kroenke, Spitzer, &
Williams, 2002) measures severity of somatic symptoms and comprises 15 somatic
symptoms that are scored from 0 (“not bothered at all”’) to 2 (“bothered a lot”)
(Attachment 5.10).

Acceptance and Action Questionnaire (AAQ-11): AAQ-11 (Bond et al., 2011) consists
of 10 items measuring experiential avoidance (Attachment 5.11).

Questions about demographic data and the disease (Attachment 5.12 and 5.13).

If caregiver/s does/do not consent participation is not continued.

Study A

Each participant is interviewed twice and is asked to describe cancer-related suffering in
terms of thoughts and concerns about the past, present, and future related to the cancer
disease. The interview starts with the question: “Could you please tell me about your thoughts
and concerns related to your disease?”” Follow-up questions are posed according to the
respondent’s answers. The interviews are conducted by one of the psychologists who work
with the treatment in Study B. The interviews are audio-recorded and transcribed verbatim.

Study B

Data is collected shortly after and 3 months after end of treatment. Participants answer
questions in the questionnaires 5.1-5.11 at these assessments and MINI is administered at the
same assessments by a psychologist (not the treating psychologist).

Data analyses

Study A

The audio-recorded interviews are transcribed verbatim. A computer program is used to
support and facilitate the inductive thematic analysis of the interview material. Analysis is
done in parallel to data collection in order to observe when data saturation is reached.
Recording units are structured in categories, and the analysis continues until no new
categories emerge.

Study B
The treatment effect is evaluated by estimates of effect size, reliable change indices, and the
proportion of individuals achieving clinically significant change.

ETHICAL AND METHODOLOGICAL CONSIDERATIONS AND IMPORTANCE
Participation is voluntary and it is possible to withdraw without any consequences at any time.
The participants’ confidentiality is guaranteed and consideration is taken to their integrity,
dignity, and vulnerability. All data are handled according to Personuppgiftslagen (PUL
1998:204) and Patientdatalagen (208:355). The informed consent ensures that participants are
well aware of the conditions of participation.

Lagen om etikprovning (Lag 2003:460) 18 § states that persons who are 15-17 years and who
realize the implications of participation in research should be informed and provide consent
(as stated in 16 and 17 88 in Lagen om etikprovning (Lag 2003:460)). In order to overcome
the risk that persons younger than 18 years provide consent without understanding the
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implications of participation an assessment of their understanding of what participation
implies will be made by a psychologist. If a person does not demonstrate sufficient
understanding of the implications of participation caregivers are contacted and asked for
written consent.

Using an uncontrolled design may be an ethical concern since persons’ efforts will yield data
of less scientific value than a controlled design. However, given the paucity of knowledge
about the cancer-related psychological suffering of this group and the fact that we know of no
other study of individual face-to-face CBT for this group, we believe that it is justified to first
perform a pilot study to estimate the effectiveness of the intervention

To date there is no evidence-based psychological treatment to offer young people struck by
cancer during adolescence. An overarching aim with Study A and B is to gain knowledge that
can form the basis for a treatment program that can be evaluated in a controlled study. To
develop such a treatment the long-term consequences of being diagnosed with cancer during
adolescence needs to be more fully identified, which is the aim of Study A. Study B is the
first step in the process of developing a treatment for young survivors of adolescent cancer.
Both studies will make important contributions in the process of generating psychological
treatment that can be offered to young people suffering from the distressing experiences
related to having had cancer during adolescence.
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