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In 2005, the Knowledge- and Research Centre for Alternative Medicine (a centre financed by the
Danish Ministry of Health) allotted 4.8 mio DKK (€ 646.000) for setting up a university-based centre for
cross-disciplinary evaluation studies of complementary and alternative medicine (CCESCAM) in
Denmark. Resources of similar size offered by the University of Aarhus and the University of Southern
Denmark complement this grant. The centre includes researchers from these universities as well as
the Aarhus School of Business. It operates in concert with the Health Council (an umbrella
organisation of alternative medicine), and oncology departments at the university hospitals of Aarhus
and Odense.

The research programme supported by these means will be carried out in the period November 2005
— December 2008.

Internationally the use of complementary and alternative medicine (CAM) is increasing in Europe and
the USA (Vincent & Furnham 1996). In Denmark, large national representative surveys have revealed
an increase in the use of CAM from 23,2% (10% within the last 12 months) in 1987 (Rasmussen et al
1988: 125) to 43,7% (20,6% in the last 12 months) in 2000 (Kjgller & Rasmussen 2002: 202).

Surveys show that people suffering from chronic illnesses such as pain in the muscular-skeleton
system, pain in the head, allergic reactions and digestive problems (Launsg 1995: 18), chiefly use
CAM. Danish as well as international studies further document the use of CAM as being particularly
high among cancer patients (Ernst & Cassileth 1998, Damkier 2000). However, a recent inter-
European study demonstrates international variation in its use among people with cancer (Molassiotis
et al. 2005).
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Efficacy of CAM

CCESCAM research aims to reveal and analyse the efficacy of CAM in a broad perspective. The task
seems relevant in consideration of the growing demand for evidence-based practice. Research
quality on CAM has not been satisfactory, as most of it does not meet basic methodological demands.
This leads to results, which lack credibility (Monckton et al. 1998: 58).

Many studies aimed at documenting the effects of CAM by objective measurements as well as
patients’ self-reported experiences of effect show a discrepancy. The discrepancy lies in patients
reporting positive effects even though it has not been possible to register effects on the variables
selected for objective measurement (Johannessen 1995: 59).

This paradox between the subjective and objective registration of effect forms the point of departure
for the present research programme of CCESCAM. In a search for identification and documentation of
any potential effect of CAM, we will employ several research traditions that can investigate subjective
as well as objective aspects of effect, based on qualitative as well as quantitative methodology.

It is our impression that cross-disciplinary investigations — despite good intension — have often had
difficulty in creating synergy and true co-operation. Part of the reason might be that it has proven
difficult to establish a common methodological and conceptual framework for dialogue. An overall
objective of CCESCAM is therefore to ease the development of a common cross-disciplinary
consensus on ideas and methods for investigation. It is a declared ambition of the centre to develop
models for cross-disciplinary efficacy research. The models would be applicable to many CAM
techniques and interventions, as well as a broad spectre of health conditions spanning from

prevention and health promotion across chronic illnesses to life-threatening diseases.

To promote synergy the centre will, in its initial research, focus on one specific health problem. Its
hope is that this focus will provide experiences and develop methodologies that are applicable to other
health conditions later. The primary health condition chosen for investigation is cancer. This is partly
because of the extended use of CAM among persons with cancer, and partly because of the

competences and experiences of the group of researchers attached to the centre at this moment.

CAM and Cancer

An early Danish study concluded that 45 to 53% of Danish cancer patients use CAM as a supplement
to the conventional treatment (Damkier 2000). A European survey based on a standardised
guestionnaire administered to 956 cancer patients in 14 countries, shows a use of CAM, on an
average, by 35,9% of the patients. There is a spread from 14,8% to 73,1% at national levels
(Molassiotis et al. 2005).

There seems to be a tendency for CAM users to be younger, better educated and with a higher
income than non-users. The use of CAM seems to increase with the duration of the disease, and
among patients in need of palliative care, more than half use CAM in some form (Yates et al. 1993;
Correa-Velez, Clavarino, Barnett & Eastwood 2003).



There is a need for more knowledge on determinants for the choice and use of CAM, on whether the
use of CAM influences the quality of life for cancer patients, on potential positive effects on symptoms
and survival, and on which mechanisms (biological as well as psychological) that may mediate an
effect of CAM.

Methodologies of CCESCAM

As a preliminary working model, the centre distinguishes between three fundamental forms of effects.
Each effect is closely connected with specific scientific and scholarly disciplines and traditions. In this,
the centre follows the recommendations from a working group on CAM under the Danish Research
Councils (Almind & Holbgll, 2002).

Clinical-biological effects: The immediate subject to investigate is potential clinical-biological effects. In

CCESCAM, this will be explored at two levels: (a) a general documentary level. This includes
registration of the use of CAM among patients at an oncology department as related to time of
hospitalisation, relapse, curing, etc., and (b) in traditional controlled trials with the exploration of

specific effects of specific interventions, i.e. acupuncture against pain and as palliative intervention.

Psychosocial effects: Another relevant subject to investigate is potential psychological, cultural and

social effects of CAM. This will be explored partly through surveys based on validated questionnaires
regarding quality of life, perceived social support, spirituality and general well-being related to the use
of CAM. Further, partly through interviews and participant-observation on the significance of CAM for
patients and practitioners’ experiences and the creation of meaning concerning cancer. In addition, the
significance of the larger sociocultural context in which treatments and the creation of meaning takes

place will be examined.

Economic effects: The third subject to be investigated regards the social and economic consequences

of CAM. In this context one project will focus on the delivery of CAM through a national survey
covering all CAM-practitioners attached to two major umbrella organisations of CAM in Denmark. This
survey will investigate the types of CAM offered, the patients served, economical aspects such as the
price of treatment, etc. Further, methods for evaluating cost-effectiveness and the socio-economic

relevance of CAM will be developed by inclusion of relevant subjective and objective parameters.

In total, the research of CCESCAM represents an approach based on a holistic bio-psycho-social
model of health, disease and treatment (Engel 1977, 1980). To facilitate the co-operation between
researchers from the various disciplines involved, one project aims to improve communication in the
research team through IT-based tools for knowledge sharing and clarification of concepts. All involved

parties will sign a contract of cooperation.
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2.1 Aarhus-team, under supervision of Robert Zachariae

2.1.1 CAM and Quality of Life (QoL)

Project 2.1.1. is conducted by Christina Gundgaard Pedersen as a PhD-project under the supervision
of Robert Zachariae and Anders Bonde Jensen. The Faculty of Social Sciences, University of Aarhus,

has approved the project.
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Background

Quality of Life (QoL) is considered a multidimensional construct comprising physical, social, and
emotional well-being. Recent research has further indicated a role of spiritual well-being, independent
of emotional well-being, for perceived QoL of cancer patients (Brady et al 1999; Cotton et al 1999;
Gioiella et al 1998, WHOQOL Group 1995). The existential and/or spiritual dimension has been
described as encompassing “personal views and behaviours that express a need for a connection to
something greater than the self, and a sense of meaning and purpose in life"(Fisch et al 2003).
Studies have suggested that QoL parameters may be influenced by cancer patients’ use of CAM
(Rgnnov et al 2004; Correa-Velez et al 2003). Therefore, it is considered relevant to investigate the

potential role of CAM use for cancer patients’ perceived QoL.

Aim

The following questions will be investigated: 1) Does cancer patients’ use of CAM influence perceived
QoL, including physical symptoms, psychological symptoms, and psychosocial and spiritual well-
being? 2) Psychological, social, and spiritual characteristics of cancer patients using CAM compared
with non-users. 3) Possible changes in the role of CAM for QoL parameters during disease, and 4)
Prognosis of cancer patients using CAM compared with non-users.

These research questions will be explored in study 2.1.1.1 and 2.1.1.2.

2.1.1.1 Study 1: The relationship between use of CAM and course of disease, and QoL among

consecutively recruited lung-, uterus-, cervical-, and ovary cancer patients

Participants

750 patients diagnosed with lung-, uterus-, cervical-, and ovary cancer at Aarhus University Hospital
will be included in the study. The number of participants is based on the intention to estimate a
potential association between 5-year survival and use of CAM. Based on the annual incidence rate in
Aarhus County, recruiting patients is expected to continue for 2 years (Storm & Engholm 2002; Storm
& Engholm 2002). Including a follow-up 4 years after inclusion of the first patient and an expected use
of CAM among 50% of the participants, we will be able to detect a relative risk (RR) of 1.26 for non-
users compared with the reference group with a statistical power of 0.81 and a two-tailed level of

significance at 0.05. An RR of more than 1.25 is estimated to be clinically relevant.

Procedure

Central person registration (CPR) numbers and addresses for patients with lung-, uterus-, cervical-,
and ovary cancer will be obtained from relevant clinical departments at Aarhus University Hospital.
During hospitalisation, the patients will receive in advance oral information and a brief folder
describing the project. Subsequently, the patients will receive written information about the study, an

informed consent form, and a baseline questionnaire to be returned in a self-addressed envelope to



the Psychooncology Research Unit at Aarhus University Hospital. The patients will be told that
participation is voluntary, and that further information may be obtained by phone at any time. If the
patient has not responded within 14 days, the first and only reminder will be sent. Those who respond
will then receive follow-up questionnaires after 3, 6, 9, and 12 months. Completed questionnaires will

be scanned and digitalized into an electronic database.

Measurement

Questionnaires, including validated Danish translations of relevant questionnaires, will be used to
measure the dependent and independent variables in the study. These include: 1) Questions
concerning CAM-use, 2) EORTC QLQ-30 for measuring QoL (Klee et al 1997), and 3) FACIT-sp for
measuring spiritual well-being (Peterman et al 2002). 4) In addition, faith, expected effects of CAM,
and coping strategies will be measured with relevant control variables, including demographic data.

Health- and socioeconomic status will be obtained through relevant registries.

Statistical analyses

Possible associations between the use of CAM and measures of QoL and symptoms will be
investigated using relevant statistical procedures. These procedures include analysis of variance,
multiple regression, and logistic regression. The statistical analyses will control for disease status and

demographic factors.

Collaborators

Department of Oncological Sciences, Mount Sinai School of Medicine (MSSM), New York, U.S.A, will
collaborate in this study. The department will assist with research placement, methodology
development, and tools of measurement aiming to increase the comparability with existing
international studies within the area. MSSM will further provide support for the preparation and
interpretation of data analysis and take part in preparing scientific articles based on the results of the
study. The collaboration’s aim is to clarify any comparability between Danish cancer patients’ use of

CAM, its potential influence on QoL parameters, and the findings for other countries.

2.1.1.2 Study 2: CAM, faith, and psychosocial well-being among 3.500 women treated for breast

cancer.

Participants

As part of an on-going nationwide prospective study of psychosocial factors and the survival of women
with primary, loco-regional breast cancer, 3.500 participants have been included. 2.500 participants
have responded to the follow-up questionnaire given after 12 months. At the baseline, the inclusion
rate is 69% and present data indicates that 93% of the women included have responded to the follow-

up questionnaire. The Danish Cancer Society financed data collection.



Procedure

The study coordination takes place at the Psychooncology Research Unit, Aarhus University Hospital
and is conducted in cooperation with the Danish Breast Cancer Cooperative Group (DBCG). Potential
participants have received written and oral information about the study in connection with their
treatment at the individual surgery departments. Names and addresses of the patients having
undergone surgical treatment for loco-regional invasive breast cancer have been obtained through the
CPR-office. The patients have received study information, an informed consent form, and a
questionnaire package. Only one reminder has been mailed to patients not responding after 14 days.
Questionnaires were returned in a prepaid envelope addressed to the Psychooncology Research Unit,
Aarhus University Hospital. Thus, participants have completed questionnaires approximately 3 months

after the diagnosis and 12 months after completion of the baseline questionnaire.

Measurement

The use of CAM has been recorded at both baseline and follow-up. In the follow-up questionnaire,
participants have given information about their faith, social activities associated with their faith, and to
what extent they believe their faith influences their QoL and the illness itself. Further, the study
includes several trait measures, psychological symptoms, psychological well-being, physical function,
physical activity, sleep quality, and social support. In addition, the study includes measures of relevant
biological parameters, e.g. tumour size, oestrogen receptor status, lymph node involvement and so
forth.

Data analysis and perspective

Data obtained from this nationwide study provides the opportunity to investigate: 1) If CAM use is
associated with psychological and social well-being; 2) if women who are treated for breast cancer
using CAM differ psychosocially and demographically from non-users; 3) if there is a relationship
between use of CAM, faith, and psychosocial well-being; and 4) if the prognosis for CAM users differs
from that of non-users, when controlling for relevant biological, health-related, and socio-demographic
factors. The study enables an estimation of associations between CAM, faith, and psychosocial well-
being with considerable statistical confidence, as well as estimation of the association with survival.
Relevant statistical procedures, including multiple regression and survival analyses will be used when

analysing the data.

Cooperation with CAM-practitioners

Leila Eriksen and Annemarie Goldschmidt will supervise and participate in developing the studies.

Synergy with other projects
To promote interdisciplinary comparability, the patient population in study 2.1.1 has been defined in
collaboration with study 2.2.1, a study conducted at Odense University Hospital. Simultaneously, the

study will be in a continuous dialogue with the health-economy projects, which aim to develop



experimental models for health-economical impact analyses based on the research findings. Further,
the methodological and procedural experiences gained from study 2.1.2 will contribute to developing
the remaining projects, particularly the quantitative questionnaire-based studies. Data from the project
will contribute to knowledge on CAM use among female cancer patients and may provide further
inspiration for particular areas of focus for qualitative studies. The focus of study 2.1.1 and 2.1.2 on
CAM use and QoL parameters enables interdisciplinary comparability with the qualitative approaches

of study 2.2.2 and 2.2.3 — the latter relating to a cultural perspective.

2.1.2 CAM and mechanisms — experimentally induced myalgia

Project 2.1.2 is a post-doc-study conducted by Lene Vase under the supervision of Robert Zachariae

and Anders Bonde Jensen.

Background

At least three factors are believed to contribute to the total effect of any given treatment: Active
factors, placebo factors and spontaneous recovery (Fields & Price 1997). Active factors are typically
defined as the mechanisms through which the treatment is assumed to work. The phenomenon of
placebo is still relatively unexplored, and there exists no consensus on how to define this
phenomenon. In general, however, placebo factors are viewed as factors related to the patient's
perception of the treatment (Vase et al 2002). Spontaneous recovery refers to the circumstance that
many medical conditions vary in intensity over time. Thus, many patients experience symptom
recovery even though they are not receiving any treatment (Fields & Price 1997). To investigate the
proportion of the CAM treatment effect that are attributable to active treatment factors and placebo
factors respectively, it is necessary to study the separate contribution of active factors, placebo
factors, and spontaneous recovery. This can be done using three research groups: 1) a group
receiving active treatment; 2) a group receiving placebo treatment; and 3) a control group receiving no
treatment. Presently, only few studies have used this model of design when studying CAM. One
possible explanation could be that for CAM, acceptable placebo control is often difficult to establish
(Guess et al 2002). Furthermore, many researchers have not specifically investigated the placebo

effect in relation to CAM, and untreated control groups have not been included.

Aim

It is the aim of this project to test CAM based on the model mentioned above with respect to a
particular treatment: acupuncture. There are several reasons for testing the model in relation to
acupuncture. Firstly, many patients use acupuncture (Kaptchuck 2002). Secondly, acupuncture has
been tested in several studies, suggesting active effects (Kaptchuck 2005; Mayer 2000). Thirdly, so-

called placebo acupuncture needles have recently been developed. The needle is mounted in a shell



so the needle may be inserted into the skin and withdrawn immediately after with neither the patient
nor the practitioner being aware of it. Consequently, it is possible to ensure an adequate double-
blinded placebo control. For investigating the effect of acupuncture on experimentally induced
myalgia, the following will be included in the study: the conditions of active treatment, placebo
treatment, and a control group not receiving treatment. The active treatment group will receive active
acupuncture treatment, and the placebo treatment group will receive treatment with placebo
acupuncture needles. Furthermore, active and placebo treatment will be studied in combination with
active suggestion and placebo suggestion. When testing active suggestion the practitioner tells the
patient: “You are now receiving efficient acupuncture treatment which has relieved pain significantly
for some patients”. When testing placebo suggestion the information given will be: “You are now
receiving inefficient acupuncture treatment as a control condition”. In the untreated control condition
the practitioner states:” You are not receiving any treatment, because | would like to see how your
symptoms normally progress over time”. Both the practitioner and the participant will be blinded as to

whether active or placebo acupuncture is given.

Design

Seventeen healthy participants will be asked to complete questionnaires measuring traits suggested to
influence responses to treatments and suggestions, including Locus of Control, Absorption, and Social
Desirability. Glutamate will then be injected into the chest region creating a myalgia condition for
approx. 20 minutes. All participants will be randomized according to the following conditions: a) active
acupuncture + active suggestion; b) active acupuncture + placebo suggestion; c) placebo acupuncture
+ active suggestion; d) placebo acupuncture + placebo suggestion; and e€) untreated control.
Immediately before the glutamate injection, the participants will be asked to indicate on visual
analogue scales (VAS) how anxious they are, to what extent they wish for pain relief, and their
expected pain during the experiment. Experienced pain will be measured before, immediately after
acupuncture treatment, and once every hour until 11.00 pm on the day of the experiment, using VAS.
Based on previous experiments, the chosen number of participants will enable the detection of a
significant placeboeffect compared to untreated control with a statistical power of 80% (Two-tailed
alpha: 0.05).

Cooperation with CAM-practitioners
Leila Eriksen and Annemarie Goldschmidt are consultants during the preparation of the project.
Acupuncture practitioners meeting the demands made by the National Board of Health for registered

alternative practitioners will perform treatment.

Synergy with other projects
This project serves in conjunction with project 2.1.3. to explore placebo mechanisms and possible

moderators of placebo responses. The results will, in conjunction with project 1.1. on the use and



perceived benefit of CAM among cancer patients, explore possible moderators and mediating

mechanisms in perceived effects of CAM.

2.1.3 The effect of acupuncture on palliative care

Project 2.1.3 is conducted by Anders Bonde Jensen, Christina G. Pedersen, and Robert Zachariae

Aim

Patients with disseminated cancer often experience several severe symptoms, including nausea, pain,
and dyspnea (Potter et al 2003), that have been found difficult to treat with conventional medical
treatments (Walsh et al 2002). Previous studies indicate that more than half of all terminally ill cancer
patients use some form of CAM (Vickers & Cassileth 2001), and the aim is to determine to what extent
one form of CAM, acupuncture, may be incorporated into the palliative care of terminal patients. The
aim of this study is therefore to investigate: 1) the ability of acupuncture to alleviate the pain, nausea,
and dyspnea of patients with disseminated cancer where conventional medical treatment is not
sufficiently effective or cannot be practiced due to unacceptable side effects; and 2) possible

psychological traits characterizing patients who benefit from acupunctural treatment.

Participants

Cancer patients experiencing symptoms such as pain, nausea, or dyspnea that rank two or more, and
have a performance status of less than four will be asked to participate in the study. Patient
recruitment will be through the Oncology Department D, Aarhus University Hospital, or the Palliative
Team, Aarhus County. Forming a clear impression about an expected effect of acupuncture has not
been possible, as no published data was available from randomized trials. However, if, as based on
one study (Alimi et al 2003), an effect size of 0.84 (Cohens d) is expected, a statistical power of 0.80
and level of significance of 0.05 (two-tailed significance) can be expected with 24 patients in the
intervention and control group respectively. This is equivalent of a total of 48 patients included in the

study.

Design

The study will be conducted as a randomized, controlled trial with a crossover design. Thus, one
group will receive 6 acupuncture treatments during the first three weeks followed by three weeks
without acupuncture treatment. The other group will start with 3 weeks without acupunctural treatment
followed by 3 weeks during which they will receive six acupuncture treatments. The total trial period is
thus six weeks. After the trial period, patients will be offered continued acupuncture treatment. The
individual acupuncture treatments last approx. 1.5 hours and consist of 45 minutes of conversation

followed by 45 minutes of acupuncture treatment.
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Procedure

The medical practitioner will provide written and oral information about the project to the patients
entering the oncology department. The patient will be given a minimum of 24 hours for reflection. If the
patient has been alone at the interview, he or she will be encouraged to discuss any decisions
regarding participation with a close relative. If a patient wishes to participate, a project nurse will hand
out baseline questionnaires for the patient to complete. Then randomization will be conducted. The
patient will receive questionnaires after three and six weeks. Patients not responding will be reminded
once by phone. If a patient does not respond after the reminder, no further contact will be made and
the patient will be excluded from the study. After 6 weeks, the project nurse will contact the patient to
clarify the patient’s wishes concerning further acupunctural treatment. Furthermore, the patient will be

asked to complete questionnaires after 12 and 24 weeks.

Measurement

Visual analogue scales (VAS) will be used to measure pain, nausea, fatigue, and dyspnea as well as
expected effects of the acupuncture treatment. Any use of other complementary and alternative
treatments will be recorded and validated. Danish questionnaires will be used to measure QoL and
perceived cancer-related self-efficacy control. Questionnaires include the EORTC QLQ-30 (10) and
the Cancer Behaviour Inventory (Merluzzi et al 2001). The patients’ performance status (WHO-
performance rating scale), use of antiemetics, analgesics and any other oncological treatment

variables will be recorded continuously.

Data analysis

The groups will be compared with respect to the most prevalent symptom experienced by the
individual patient (pain, nausea, or dyspnea). Effects will initially be estimated as differences in VAS
scores between the two groups using t-tests, followed by multivariate statistics controlling for relevant
factors. Multivariate analysis will be used to estimate the association between intervention effect and

psychological parameters.

Cooperation with CAM-practitioners
Acupuncture practitioners meeting the demands made by the National Board of Health for registered

alternative practitioners will perform treatment.

Synergy with other projects

This project serves in conjunction with project 2.1.2. to explore placebo mechanisms and possible
moderators of placebo responses. The results will, in conjunction with project 1.1. on the use and
perceived benefit of CAM among cancer patients, explore possible moderators and mediating

mechanisms in perceived effects of CAM.
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2.2 Odense-team, under supervision of Anette Damkier

2.2.1 Use and effect of CAM in cancer patients

Project 2.2.1 is a pilot study in preparation for a Ph.D.-study. The phase will result in a description of
the study. The study will be conducted at the Department of Oncology, Odense University, and seek

acceptance as a Ph.D.-study at The Faculty of Health Sciences, University of Southern Denmark.

Background

The use of CAM has increased through the last decades (Kjgller & Rasmussen), and it is reasonable
to believe the use of CAM by ill people also has increased. Few studies describe the use of CAM by
Danish cancer patients (Baggesen 1989; Hasle & Rose 1991; Damkier et al 1994; Jensen & Rose
1995; Damkier 2000; Molassiotis et al 2005). There are no larger, updated studies, and the existing
studies have been done mainly on patients in oncology wards. The use in several groups of cancer
patients is sparsely described, e.g. cancer patients only having surgery or patients who formerly did
not receive antineoplastic treatment. To monitor, describe, and include the patient's assessment of

effects, as well as compare it with clinical/biological disease parameters, it is necessary to have an

instrument for this registration. For this, there is no validated, Danish questionnaire.

Aim

The purpose of the pilot study is to work out a detailed protocol for the Ph.D.-study. The Ph.D.-study
will include the development and validation of a questionnaire for registration of patients’ use of CAM
and their own assessment of effect. In the development of the questionnaire, the knowledge and
experience from other studies and or questionnaires from other countries will be involved. Their
inclusion maximises the possibility of comparison with the results from other studies. Information about
questionnaires used previously will be gathered. A plan for the development, validation and the

carrying out of a questionnaire will be made in the pilot study period.

The Ph.D.-study also aims to develop methods to monitor the use of CAM and the patients’
assessment of effect. Further, to relate these to clinical/biological disease parameters (e.g. sex, age,
stage of disease, survival, time to progression, performance status, and lengths of hospital

admissions).
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Time-schedule
The scholarship for the pilot study will be announced in a public notice in February 2006. Anette
Damkier, Olfred Hansen and Helle Johannessen will assess applications. The pilot study is expected

to be carried out in March-August 2006 with a subsequent application for a Ph.D.-study.

Cooperation with CAM-practitioners

Leila Eriksen and Annemarie Goldschmidt will supervise and participate in developing the studies.

Synergy with other projects

To promote interdisciplinary comparability the patient population in study 2.2.1 will be defined in
collaboration with study 2.1.1. Data from the project will contribute to knowledge on CAM use among
cancer patients and may provide further inspiration for particular areas of focus for diagnose-specific
or treatment-specific investigations as well as further qualitative studies. The focus of study 2.2.1 also
enables interdisciplinary comparability with the qualitative approaches of study 2.2.2 and 2.2.3 — the

latter relating to a cultural perspective.
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2.2.2 Complementary medicine for cancer in Italy, India and
Denmark — a comparative study of relations between agency,

experience and socio-cultural structures of health care.

Project 2.2.2 is conducted by Helle Johannessen

The use of complementary and alternative medicine (CAM) among persons with cancer and any
potential implications of this on patients’ and practitioners’ experience and agency concerning the
disease are features closely related to their cultural and social context. This study investigates the
significance of the socio-cultural context for patients’ and practitioners’ choice of using CAM and the
subjectively experienced implications concerning disease and healing. Field studies in Italy and India
will generate data on the use and potential benefits of CAM concerning cancer. The data will be
comparable to data generated in Denmark by other research teams of Centre for Cross-disciplinary
Evaluation Studies of Complementary and Alternative Medicine (CCESCAM).

Italy and India have been chosen as sites for this particular investigation, because the cultural and
social conditions in these countries vary considerably, also compared with Danish conditions. Further
because surveys regarding the use of CAM indicate that in all three countries more than half of the
patients complement conventional (biomedical) treatment of cancer with some kind of CAM (Cassileth
1999; Crocetti et al 1996; Damkier 2000; Schraub 2000; Sureshkumar 1996; Molassiotis et al. 2005).
Studies do demonstrate, however, variation in the number of cancer patients using CAM and in the
forms of CAM used. These features may be connected to national variations in the general pattern of
CAM use and in the social recognition (licence to practice, registrations or illegality) of different kinds
of CAM (Johannessen 1995, 1998).

Social conditions concerning the availability of biomedical treatment as well as CAM differ between
Denmark, India and ltaly concerning the economy of health care (state financed, private insurance
financed, financed through user fees). This offers the possibility to investigate what implications user
payment and public support have on patient strategies concerning disease and healing. This issue
seems relevant to pursue, as the potential significance of user payment for motivation and effects has
been a recurring theme in debates on CAM. The economy regarding biomedicine and CAM may
further be hypothesised to have implications for the relation between the patient and the practitioner,
as the form of payment involved may influence the roles acquired by (or attributed to) each party
(patient-healer, consumer-provider, client-advisor, etc) (conf. Mogensen & Ngulube 2001). The three
countries that figure in this study provide therefore good potentials for comparative data on the political

economy of health and its relations to subjective experiences and personal choice of health care.
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A social perspective on the political economy of health must be complemented by a study of the
cultural contexts for CAM and cancer as provided in Denmark, India and Italy. An obvious issue to
investigate is what implications the different religions and forms of religious practice have for the
personal experiences and agency in regard to self, body and disease, and thus also for individual
strategies regarding diseases like cancer. The three countries represent societies dominated by
Protestant Christianity (Denmark), Catholic Christianity (ltaly) and Hinduism (India) and therefore

provide interesting potentials for comparative research in the borderland of religion and healing.

Methods

The project is designed as a combined literature study and field study. The aim is to investigate and
compare social and cultural conditions in relation to cancer patients’ use of, and subjectively
experienced results of, CAM as well as the experience of their own disease process. These
investigations will be used in an attempt to clarify the significance of the social and cultural context for
the use of CAM as well as for the implications of CAM for patients’ manner of coping with cancer. The
researcher's many years of research on CAM in Denmark (Johannessen 1994, 2006) provides
background knowledge for the concrete empirical studies on cancer and CAM in Italy and India in this
study. The data from this study will further be complemented by results from other studies within
CCESCAM on Danish cancer patients’ use of CAM.

The first phase of the project consists of a 6-month literature study and preliminary establishment of
contacts with relevant partners in Italy and India. The aim of this phase is to investigate research
publications and primary documents regarding social structures and cultural issues in relation to health
care in Italy and India. Particular attention will be paid to CAM and cancer. This phase will be carried

out from January to June 2006.

The second phase consists of empirical field studies, including a 4-month field study in Italy (August-
November 2006), followed by a 3-month return to Denmark for data processing and, subsequently, a
short field study in India (March 2007) and follow-up visits to Italy during 2007. Due to the variety in
socio-cultural patterns of health care in the countries involved the field studies will initially involve a
general exploration of the CAM field, provision of public health care, the economic structure of health
care and religious practice. The more focused exploration of cancer patients’ use of CAM will take
departure in hospital oncology wards (preferably day hospitals), in order to match the complementary
field studies in Denmark, thus enabling data comparison. During field studies, conversations will be
carried out with practitioners of conventional medicine as well as CAM practitioners and with as many
patients as possible, regardless of the type and stage of cancer from which they suffer. Some
conversations may be in the form of focus group discussions, some as casual small talk and some as
in-depth interview; the exact forms and numbers of conversations depend on what turns out to be
possible in the field. Patients will initially be approached with the aim of filling out a questionnaire

previously used in a European survey of the use and perceived effects of CAM among cancer patients
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(Molassiotis et al. 2005). This questionnaire will provide base-line data on a large number of patients
and provide opportunities for more personal conversations. The aim of the extended conversations is
to generate further in-depth knowledge on perceptions of conventional and alternative medicine,
including information on the use of CAM, subjectively experienced effects of CAM, subjective
experiences of the disease process, religious practice, social and economical conditions, and

strategies and choice of treatments in connection to the cancer.

In addition to the communication with a large number of cancer patients and practitioners, attempts
will be made to form closer relations with approximately 12 key informants in Italy in order to follow
these persons over a longer period. The key informants should include individuals that complement
the biomedical treatment with alternative medical substances (herbs, homeopathy, etc), some that use
manipulative techniques (reflexology, acupuncture, massage, etc) and some that use mental
techniques (spiritual healing, meditation, visualisation, etc.). This spread in therapeutic approaches will
match the Danish cohort. Besides long term contact and repeated conversations with the key
informants, it will hopefully be possible to do participant observation at clinical encounters in hospitals
as well as CAM-clinics and other relevant settings.

Contact with the key informants will be continued after returning from the field through letters, emails,

telephone calls and by revisits.

The third phase consists of 12 months of data-processing, analysis and writing of papers (January-
December 2008). In this phase, data from the Danish studies will be incorporated for comparative

purposes.

Ethics

Participants will be informed of the objectives of the study both orally and in writing. All participants
may withdraw from the study at any given time. All participants and participating institutions will be
anonymous in any publications. The project will follow any local regulations for social science research

and necessary research permits will be obtained prior to the field studies.

Cooperation with CAM-practitioners

Marianne Garst will supervise the project.

Synergy with other projects

This project will generate data that can be compared to the CCESCAM study on the emplotment of
disease and health in various clinical settings in Denmark (2.2.3). Further, it can be compared with the
questionnaire-based study of hope and quality of life among Danish cancer patients who use CAM
(2.1.1). In investigations of the importance of the social context, this project will also link to the project

concerning the health economics of CAM (2.3).
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2.2.3 Implications of therapeutic emplotment in conventional and in
complementary and alternative medicine (CAM) for cancer patients’
iliness narratives and experience of quality of life

Project 2.2.3 is a PhD-study conducted by Anita Ulrich. Main supervisor is Helle Johannessen; co-
supervisor is Olfred Hansen and Per Pfeiffer. The Faculty of Health Sciences, University of Southern

Denmark, has approved the project.

Purpose
The purpose of the project is to investigate the implications of therapeutic emplotment in conventional
cancer treatment and CAM treatment for cancer patients’ experience of quality of life. How the clinical

praxis at hospital and by CAM practitioners create plot and pattern in the experience of cancer and the
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implications of the clinical emplotment of treatment for cancer patients’ experience of quality of life will
be investigated. The methods to be used are participant observations, formal and informal interviews
and focus group discussions.

Method

Participants are recruited from the Department of Oncology at Odense University Hospital. They are
chosen from a group of patients with a diagnosis of gynaecological, breast or lung cancer. The primary
criteria for inclusion is the patients’ choice of different forms of treatment; primarily users and non-
users of CAM, secondarily three types of CAM treatment: 1) alternative medical substances and
dietary supplements, i.e. homoeopathy; 2) manipulative practices, i.e. reflexology; and 3) spiritual
therapies, i.e. spiritual healing (Sharma 1992). The choice to focus on three types of CAM is to
investigate differences between various types of CAM (Johannessen 1994). In recruitment of
participants, various treatment forms have been sought, i.e. the focus is on the implications of different
forms of treatment rather than different forms of cancer. Accordingly, other types of cancer diagnoses
than gynaecological, breast or lung cancer may be chosen for practical reasons.

The participants are to be followed in different contexts through a period. Twelve patients participate
as key informants, twelve patients as focus group informants. Key informants will be followed
intensively during an observation period of one year of conventional treatments and CAM treatments,
and by formal and informal interviews. The twelve key informants will be interviewed by follow-up
interviews one and a half years after the patients’ first contact with the oncological department at
Odense University Hospital. 18 months and two years after the first contact with the department, the
informants will be interviewed again.

The focus group informants meet regularly in two focus groups of six participants each at 0, 3, 6, 9
and12 months after the patients’ first contact with the oncological department at Odense University

Hospital. Thereafter they meet again 18 months and two years after the first contact with the unit.

Data generation

Through participant observation, formal and informal interviews and focus group discussions data will
be generated. The data will concern the implications of therapeutic emplotment in conventional cancer
treatment and CAM treatment for cancer patients’ experience of quality of life as expressed in treatments

and in cancer patients’ accounts of the cancer process.

Analysis and data coding

How the emplotment of different treatment processes is created between practitioners and patients in
conventional cancer and CAM treatments is emphasised through continuous analysis. In addition,
there is an analysis of how informants express their experience of the cancer process and their
experience of quality of life. Finally, an analysis is made of the pattern between themes related to
treatment processes and themes related to informants’ expressed experience of the cancer process

and quality of life.
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Ethics

The project follows the rules governing research ethics as outlined by the Danish Research Agency
(www. forsk.dk). The project has been approved by The Danish Data Protection Agency. All data are
treated confidentially and pseudonyms used in reports and presentations. All participants are informed
that participation is voluntary. The investigation will be so implemented as to minimize stress to the
patients. The Danish Cancer Society’s Counselling Centre in Odense supports the project by offering

supervision.

Cooperation with CAM practitioners
Marianne Garst is supervisor and cooperates in making the design of the project.

Synergy with other projects
The project relates to project 2.1.1 concerning CAM and quality of life and project 2.2.2 concerning

cancer patients’ use of CAM in cross-cultural perspectives.
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2.3 Analysis of the supply of complementary and alternative

medical treatments (CAM)

Project 2.3 will be carried out under the supervision of Kjeld Mgller Pedersen and Jan Sgrensen.

Objectives
Despite the documented large demand for CAM, there is limited knowledge of the number of providers
of CAM in Denmark and the treatments they provide. The objective of this project is to describe and

analyse the supply side of the market for CAM as part of a health economic assessment of CAM.

The analysis will focus on several issues:

e The number of suppliers offering CAM in Denmark

e The types of CAM offered in Denmark

e The educational and professional qualifications of the suppliers (including postgraduate
training, quality development, registration and affiliation to professional organisations)

e Collaboration between suppliers of CAM and the traditional health care service

e How the individual supplier has organised his or her practice (single/multipartner practice,
clinic organisation, collaborative partners)

e Practice facilities

e Market strategies (including recruitment of clients, marketing, advertising etc.)

e Client flows

e Treatment capacity

e Treatment fees (costs and principles for their determination)
Further, special focus will be given to issues related to the supply of CAM for patients with cancer.

To fulfil these objectives a postal questionnaire survey will be undertaken in which respondents will be
recruited in collaboration with the large Danish CAM organisations: Landsorganisationen
NaturSundhedsRadet (LNS); The Health Counsil (SR); The Union of Alternative Therapists in
Denmark (SAB); and Holistisk Sundhed. The anticipation is that these organisations will give access to
updated registers of their members’ postal addresses and to support the project by informing their
members of the survey. This recruitment strategy will not include all CAM. It will exclude those that are
not registered with the collaborating organisations. These are expected to be few, however, and
therefore represent only a minor part of the market. The project strategy will also be discussed with
Knowledge & Research Centre for Alternative Medicine (ViFAB) and the National Board of Health's

Advisory Committee for Alternative Treatments (SRAB).
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The project aims at providing new and relevant information about important characteristics of the
market for CAM in Denmark. This information will contribute to current knowledge about the market for
CAM. It would form a basis for planning and regulation of this market. The results are also expected to
provide much-needed information about the future practice of registration of CAM providers with the

National Board of Health.

Method

The project will be carried out as a postal questionnaire survey with subsequent statistical analysis.

A single common questionnaire will be sent to all suppliers of CAM registered with the above
organisations. The questionnaire’s development will be based on the previous experiences of the
Danish Reflexologists Association (FDZ), the Danish Medical Association and other professional
health organisations. The questionnaire will, probably comprise about 50 structured questions with
predefined answers. To ensure a high response rate and validity the questionnaire will be pilot-tested
among a small group of potential respondents to ensure relevance and clarity. The validity will be
tested further in focus groups comprising a small number of participants selected from the target

groups.

The focus of the analysis will be to provide an overall statistical summary of the supply-side of the
CAM market. A large part of the analysis will be descriptive frequency tables and cross-tables aimed
at describing numbers of suppliers, clients and revenues according to different criteria (type of
supplier, health problems treated etc.). A similar description will be made for different groups of

suppliers.

Ethical issues

As the data collection is concerned only with issues related to providers of professional services,
registration with the Danish Data Agency is not required. The survey is also outside the remit of the
Scientific Ethics Committees. The potential respondents will be informed in writing of the objectives of

the survey and the purposes for which their responses will be used.

Cooperation with CAM-practitioners
The project will be carried out in collaboration with the professional organisations mentioned above.

Synergy with other projects

This project on the supply-side of the CAM market will act as a supplement to the other projects of
CCESCAM, which focus on patient outcome from CAM, by providing an economic context for other
projects’ results. By comparing data on the CAM preferences of cancer patients with, for example,
information from CAM suppliers regarding their provision in relation to cancer, it will be possible to

describe the use of different types of CAM by different groups of cancer patients.
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2.4 CCESCAM-VID — Knowledge-sharing, -representation and
-conceptualisation in an interdisciplinary environment

Project 2.4 is a PhD-preparatory study conducted by Catrine Thygesen under the supervision of
Morten Pilegaard and Birthe Toft. The subsequent study will seek acceptance as a PhD-study at the

Faculty of Humanities, University of Southern Denmark.

Background
It is a well-known problem in interdisciplinary research environments that different scientific disciplines
often have divergent comprehensions of concepts and methods. This dilemma affects the possibilities

for successful research outcome and affects co-operation, dialogue and knowledge-synergy in the

group.

Purpose

The PhD-preparatory study serves the purpose of specifying the latent interdisciplinary problems in
the research group caused by varying scientific vocabularies. The members of the research group are
involved in different, demarcated research projects and it is therefore essential that they engage in an
ongoing knowledge sharing if they are to benefit from the interdisciplinary research objective. The
knowledge sharing should be focused on clarifying concepts and research methods across the various
research projects and scientific disciplines represented in the group. In the PhD-preparatory study the

possibilities of knowledge sharing within the research group are exploited and explicated.

Procedure
The research group consists of researchers from Social Sciences, Health sciences, Humanities and
Natural science. Furthermore, each project has two alternative consultants attached. All of these
experts have different ways of approaching the subject of the research: ‘Evaluation studies in
Complementary and Alternative Medicine in relation to cancer’. In order to specify the varying
vocabularies and approaches it is necessary to talk to each of the members of the research group.
This is done by separate interviews focused on clarifying:

- the central concepts of the different research projects

- the researchers approach to the interdisciplinary aspect of their project

- what could motivate and stimulate knowledge sharing in the research group

Method

The project is designed as a combination of theory and practice: By studying and analyzing the central
scientific texts representing the various scientific disciplines, it is possible to demarcate the central
concepts of the research projects. This knowledge is then used to prepare an interview guide for the
following interviews. Each interview is recorded and transcribed and the results will be used

afterwards to specify how it is possible to facilitate knowledge sharing in the research group.
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Throughout the project period, interaction between the project coordinator and the participants in the
group is made possible through dialogue, discussions and feedback. The aim is to create an
interdisciplinary environment that induces the participants to relate to each other’'s projects and

thereby create mutual understanding and knowledge-synergy.

Prospects for at PhD-project

Subsequently, the results of the preparatory study are used to develop and adjust the IKT-applications
necessary for facilitating knowledge sharing. The knowledge sharing is centred round a terminological
knowledge base that holds descriptions of the central terms used in the different projects and their
interrelations.

From the knowledge gained and stored through the terminological analysis, a semantic ontology is
developed that represents the specific domain ‘Evaluation studies in Complementary and Alternative
Medicine in relation to cancer’. The ontology should reflect the three different approaches to the

subject: cultural, social and clinical. The ontology is implemented using the Topic Map technology.

Synergy with other projects

The CCESCAM-VID project will ideally create synergy with all of the existent projects in CCESCAM.
The overall goal of the proposed project is to create a common vocabulary to be used in the research
group and thus to enable the researchers to benefit from each others knowledge and enable
knowledge exchange and synergy in the group. The project will focus on gathering the knowledge
gained in all of the research projects for the purpose of enabling the researchers to gather an

understanding of each others research projects and exploit possible parallels between projects.
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