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Abstract

Background: Lung cancer is the oncological disease with
the highest mortality worldwide. Health-related quality of
life is severely compromised in the majority of patients.
While the efficacy of early palliative psychosocial therapy has
been demonstrated in several recent studies, appropriate
therapy modules could so far not be integrated into daily
practice of care. Therefore, an additive multimodal treat-
ment concept for oncological centers was drafted: the Addi-
tive anthroposophic integrative medicine Cancer Concept
of Early supportive or Palliative lung cancer Treatment
(ACCEPT®). Patients and Methods: The first module consist-
ed of a 3-month health education program, the second mod-
ule was a concept of psychosocial interventions, and the
third module was a supervised home training program. Be-
tween 2017 and 2018, 20 lung cancer patients (UICC IlIB/IV)
were included and randomly assigned to treatment (n = 10)
or a waiting control group (n = 10). The treatment group
started ACCEPT® for 3 months immediately after diagnosis
and received also standard oncological care (SOC) while the
waiting control group received SOC only for 3 months, fol-
lowed by ACCEPT® after this period. Health-related quality
of life, disease management, disease-specific symptoms,
and feasibility of the ACCEPT® were monitored at 4 time
points. Results: 7 out of 10 patients in the treatment group

(3 dropped out) and 6 out of 10 in the waiting control group
(4 died during the intervention) completed treatment. Dis-
cussion/Conclusion: Lung cancer patients with high symp-
tom load may benefit from ACCEPT®. The feasibility of this
adjunctive therapy was demonstrated. The combination of
SOC and ACCEPT® is feasible and applicable to a heteroge-
neous patient group and should be further evaluated with

respect to efficacy and dosing. ©2021 S. Karger AG, Basel

ACCEPT®: Ein komplementires anthroposophisches
Programm fiir die palliative Behandlung von
Lungenkrebs - Rationale und randomisierte
Machbarkeitsstudie

Schliisselworter

Nichtpharmakologische Interventionen -
Lungenkrebs - Gesundheitsbezogene Lebensqualitat -
Komplementirmedizin - ACCEPT®

Zusammenfassung

Hintergrund: Lungenkrebs ist die onkologische Erkran-
kung mit der weltweit hochsten Mortalitat. Die gesund-
heitsbezogene Lebensqualitat ist bei der Mehrzahl der
Patienten stark beeintrachtigt. Obwohl die Wirksamkeit
der friihpalliativen psychosozialen Therapie in mehreren
neueren Studien nachgewiesen wurde, konnten entspre-
chende Therapiemodule bisher nicht in die tagliche Ver-
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sorgungspraxis integriert werden. Daher wurde ein addi-
tives multimodales Behandlungskonzept fiir onkolo-
gische Zentren entworfen: additives anthroposophisch-
integrativ medizinisches Krebskonzept der friihen unter-
stitzenden oder palliativen Lungenkrebsbehandlung
(ACCEPT®). Patienten und Methoden: Das erste Modul
bestand aus einer dreimonatigen onkologischen Gesund-
heitsschulung, das zweite Modul war ein Konzept fiir psy-
chosoziale Interventionen, und das dritte Modul war pri-
mar ein Training im hauslichen Umfeld. Zwischen 2017
und 2018 wurden 20 Lungenkrebs-Patienten (UICC IlIB/
IV) eingeschlossen und nach dem Zufallsprinzip der Be-
handlung (n = 10) oder einer wartenden Kontrollgruppe
(n=10) zugeteilt. Die Behandlungsgruppe begann unmit-
telbar nach der Diagnose fiir 3 Monate mit ACCEPT® und
erhielt auch die onkologische Standardbehandlung, wah-
rend die wartende Kontrollgruppe fir 3 Monate nur on-
kologische Standardbehandlung erhielt, gefolgt von
ACCEPT® nach dieser Zeit. Die Lebensqualitat, das Krank-
heitsmanagement, die krankheitsspezifischen Symptome
und die Durchfiihrbarkeit von ACCEPT® wurden zu 4 Zeit-
punkten beobachtet. Ergebnisse: 7 von 10 Patienten in
der Behandlungsgruppe (3 schieden aus) und 6 von 10
Patienten in der wartenden Kontrollgruppe (4 starben
wahrend der Intervention) beendeten die Behandlung.
Diskussion/Schlussfolgerung: Lungenkrebs-Patienten
mit hoher Symptombelastung kénnen von ACCEPT® pro-
fitieren. Die Durchfiihrbarkeit dieser Begleittherapie wur-
de nachgewiesen. Die Kombination von onkologischer
Standardbehandlung und ACCEPT® ist durchfiihrbar und
auf eine heterogene Patientengruppe anwendbar und
sollte im Hinblick auf Wirksamkeit und Dosierung weiter
evaluiert werden. ©2021S. Karger AG, Basel

Introduction

Lung cancer (LC) counts among the most frequent ma-
lignant oncological diseases and has the highest mortality
rate worldwide [1, 2]. Depending on localization of the pri-
mary tumor and on metastases, physical symptoms and
complaints vary considerably. A predominant symptom,
however, is an unspecific fatigue syndrome which can se-
verely compromise the patient’s health-related quality of
life (QoL). At first diagnosis of LC, already 90% of patients
have complaints, and 75% present with metastasis [3].

The understanding of interactions between tumor tis-
sue and organism has changed and has been differenti-
ated fundamentally during the last century - from a cel-
lular-pathological concept towards an interaction be-
tween immune system and tumor [4-8].

During recent decades, the relationship between can-
cer and the psyche received increasing attention [9]. It
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became evident that besides somatic symptoms also the
psychological state of patients is relevant for prognosis
[10].

According to current data, 58% of LC patients suffer
from depression, 48% from anxiety disorders, and 58%
from a distress syndrome [11]. Consequently, appropri-
ate requirements for treatment standards are integrated
into the German national cancer plan [12] and into qual-
ity standards for LC centers, as well as into recommenda-
tions of international professional societies [13].

However, these standards have not yet been imple-
mented in standard patient care. Moreover, the specific
modalities as well as the intensity of supplementary mea-
sures to the pharmacological/surgical standard oncologi-
cal care (SOC) in LC are unclear. A milestone in answer-
ing these questions was reached in a randomized, con-
trolled trial conducted by Jennifer Temel, who could
show that a psycho-oncological treatment in addition to
SOC significantly improved disease-related QoL and in-
creased survival time [14]. An early intervention seems to
be particularly important for improvement of QoL in LC
patients [15].

Further studies confirmed and expanded the findings
of Temel [16-20]. While the evidence supporting the ben-
efits of early palliative psychosocial care on QoL and sur-
vival time of cancer patients seems to be conclusive, an
active wish to participate in psycho-oncological treatment
seems frequently not to exist in LC patients. Possible rea-
sons may be the high symptom burden, high distress level,
stigmatization as a result of nicotine abuse and associated
feeling of shame, and a high degree of repression and
avoidance behavior [21]. In opposition to this, the cus-
tomary concepts of psycho-oncological therapy and health
training presuppose an active wish for change [9, 22].

Current psycho-oncological treatment focusses on
coping assistance and underrates disease-related resis-
tance against and refusal of psychosocial support as en-
countered in LC patients. Therefore, the LC center Havel-
hohe looked for a concept representing, on the one hand,
an offer for coping assistance acceptable for LC patients,
taking into account, on the other hand, the considerable
difference between the proactive wish for treatment and
a not yet clearly perceived — one could say inactive - need
for psycho-oncological support. Also, the integration of
psychological and somatic aspects was intended. This ap-
proach is supported by findings of psychoneuroimmuno-
logical research, which have demonstrated that immuno-
logical mechanisms of tumor defense are measurably ac-
tivated by psycho-oncological intervention [23-29].

The specific concept of anthroposophic medicine tries
to do justice to this by offering a holistic approach that
diagnostically differentiates and therapeutically inte-
grates different levels of human activity [30]. At the up-
most level, which is highly susceptible to perturbation
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ACCEPT®

Health Education Module 1
(holistic health advisor program):
once a week for 12 weeks

Coping Module 2

three times at 6 weeks intervals

Physical Training Module 3

(sound informed breathing training):
four times within the last 6 weeks plus
daily independent practising at home,
where the patient can choose between
three modalities of ARTs therapy —
eurythmy therapy, therapeutic speech
formation or singing therapy.

(meaning-based psychotherapy program):

Time 12 weeks
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Fig. 1. ACCEPT® modules of treatment.

and is influenced by all psychical, social and biological
levels, patients are understood as self-developing beings.
This conception has been used in medicine since roughly
100 years [31]. Similar concepts include that of patient-
centered psychotherapy by Carl Rogers, which is based on
a situative and individual willingness to change [32] and
that of Aaron Antonovski, who developed the concept of
salutogenesis [33]. Viktor Frankl [34] conceptualized an
approach to integrate individual connotation, where bio-
psychospiritual dimensions are merged into one con-
struct [35].

Research on hygiogenesis [36, 37] forms another basis
for our treatment concept. From the starting point of the
somatic disease, which is usually understandable by every
patient, health-related QoL and disease-related immune
reaction are supposed to be influenced by physical and
creative activity. Similar to stress-reduction programs,
the hypothesis is, firstly, that disease management can be
induced by psycho-oncology and, secondly, immunolog-
ical mechanisms can be triggered to influence the course
of disease.

On the basis of this psychosomatic perspective, train-
ings were iteratively developed and assessed. ACCEPT®
is a supplementary program for SOC, including all medi-
cal communication tasks. With consideration of proac-
tive and inactive wishes for psycho-oncological support
[38], ACCEPT® was divided into three therapy modules,
designed to integrate and cater for the spectrum of levels
of motivation, symptom loads and practical manageabil-
ity by the patient, including the individual personal envi-
ronment (Fig. 1). Details are described in the online sup-
plementary material (for all online suppl. material, see
www.karger.com/doi/10.1159/000516820).

A Complementary Anthroposophical
Program for the Palliative Treatment of LC

Analyzing the implementation of the different mod-
ules, the format of an educative and protective group dy-
namic was identified as a central element for the health
education module: with respect to this, studies have con-
firmed the important role of nursing competence in on-
cological care [39], including group facilitation. Evidence
suggests that the combination of media, social and com-
municative skills as well as the application competence is
pronounced in the nursing profession [40].

Patient orientation is enabled through communica-
tion [41], is based on the physical and emotional state of
the patient and considers personal values, needs and pref-
erences. If successful and leading to a consensus on the
current situation and possible therapies [42], it promotes
the patient’s self-competence and ability to act. There-
fore, the health education module (holistic health advisor
program) was realized by nursing staff. Contents were
structured in a curricular fashion and enriched by expert
lecturers, and feasibility in the home environment was
always considered. Furthermore, the benefit of regular
daily structure and rhythm during the treatment period
is conveyed.

The coping module (meaning-based psychotherapy
program) intended besides supporting the competencies
for coping with the disease to also strengthen the capabil-
ity for active self-management. In anthroposophic medi-
cine, the interview has a special function: in the therapeu-
tic encounter the individual biographical and social situ-
ation should be recorded, and an overall therapeutic
concept should be generated that addresses the patient’s
resources [43]. This differentiates the anthroposophic ap-
proach from standard psycho-oncological interventions.
Seven theme complexes were designed as building blocks
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(n=6)

Data analysis
(n=7)

Fig. 2. A flowchart of randomization of patients. GKH, Gemeinschaftskrankenhaus Havelhohe.

and applied in three consecutive interviews based on an
open, qualitative guideline.

The home training module (sound-informed breathing
training) is principally based on the assumption of an in-
teraction of biopsychosociospiritual elements. This repre-
sents the theoretical basis for three ART therapy trainings,
which are instructed by specialized health care personnel
and executed in the home environment as a third module.
Methodologically, the empirically selected exercise modal-
ities are based on eurythmy therapy [44-46], therapeutic
speech formation [47, 48], and singing therapy [49, 50].

In summary, it can be said that the three modules have
different emphases, all aiming to strengthen the individ-
ual competencies of the patient in coping with the disease.

ACCEPT® was developed between 2012 and 2017 and
has since been stepwise implemented in clinical everyday
practice, followed by a systematic evaluation, the results
of which have first been presented in 2018 [35]. A prior
interim evaluation of ACCEPT® included a subgroup
(n = 10) of the patients participating in the present study
[51]. Here, the feasibility of ACCEPT® was tested.

30 Complement Med Res 2022;29:27-34
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Materials and Methods

The randomized, controlled study was conducted from 2017 to
2018 at the DKG-certified LC center at the Gemeinschaftskran-
kenhaus Havelhohe. Newly diagnosed LC patients were asked to
participate. Twenty patients (11 female, 9 male) not presenting
with limitations to participate in a 3-month supplementary pro-
gram were enrolled and randomly assigned (blinded lottery pro-
cedure: a secretary not working in the study selected a sealed en-
velope from a basket and handed it over to the patient) to a treat-
ment group or a waiting control group (Fig. 2) after signing the
informed consent form for data collection and further processing.

ACCEPT® consisted of 3 modules applied in addition to SOC:
a health education module, a coping module, and a home training
module (modules 1-3; see online suppl. material).

The treatment group received the supplementary therapy for 3
months, starting immediately after the diagnosis of LC, while the
control group received SOC according to guidelines for 3 months,
followed by ACCEPT®.

The feasibility of ACCEPT® was to be inferred by the majority
of patients finishing the program. Attendance was quantified by
counting the completion of items per module by the patients.

Various parameters relating to QoL are recorded. Effects of the
multimodal therapy were assessed at 4 time points (T0-T3) where
the participants were asked to fill out the following question-
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FACT-L (Functional Assessment of
Cancer Therapy for Lung Cancer)

Investigates physical, social, emotional and functional
well-being and additionally symptoms and functions of
smoking.

CFS-D (Cancer Fatigue Scale)

Examines the fatigue caused by the cancer.

PSQl (Pittshurgh Sleep Quality
Index)

HADS (Hospital Anxiety and
Depression Scale)

Examines sleep disturbing events, the assessment of
sleep quality, the usual sleeping times, the latency and
duration of sleep, the intake of sleep medication, and
daytime sleepiness.

Examines anxiety and depression in patients with physical
ilinesses or (possibly psychogenic) physical complaints.

IPQR (lliness Perception
Questionnaire - Revised)

Examines the patients' perception of disease.

F-Sozu (Social Support
Questionnaire)

Examines the subjectively perceived, anticipated
support from the social environment.

FEAV (Fear Avoidance
Questionnaire)

PAF (Progressive Anxiety Fear
Questionnaire)

Examines the everyday handling of the patients'
symptoms.

Examines the fear of disease progression.

Self regulation according to

Examines the self-regulation of patients.

Fig. 3. Measuring instruments.

GroRarth-Maticek

naires: as the main variable FACT-L (Functional Assessment of
Cancer Therapy for Lung Cancer [52]) was used; as secondary
variables served CFS-D (Cancer Fatigue Scale [53]), PSQI (Pitts-
burgh Sleep Quality Index [54]), HADS (Hospital Anxiety and
Depression Scale [55]), a shortened, nonvalidated version of the
IPQR (Illness Perception Questionnaire-Revised [56]), a short-
ened, nonvalidated version of the F-SozU (Social Support Ques-
tionnaire [57]), PAF (Progression Anxiety Questionnaire [58]), a
nonvalidated instrument FEAV (Fear Avoidance Questionnaire
[59]), and self-regulation according to Grof3arth-Maticek [60]
(Fig. 3). IPQR and F-SozU were considered as potential modera-
tors or mediators. Means and standard deviations of the different
parameters were calculated.

Support in filling out the questionnaires was offered to the pa-
tients.

Results

With respect to demographic data the two groups are
balanced (Table 1).

The participants received first-line SOC: 61.5% (n = 8)
received chemotherapyalone, 7.7% (n=1) received mono-
immunotherapy, 38.5% (n = 5) received targeted therapy
with a tyrosine kinase inhibitor (tablets), 15.4% (n = 2)
received combination therapy with chemotherapy and
surgery, and 53.8% (n = 7) received combination therapy
with chemotherapy and radiation. The study participants
were in UICC stage IVa or IVb (UICC 8th generation).

At first assessment (T1) 5 patients of the treatment
group (n = 7) presented with an ECOG status of 0 and 2
with ECOG status 1. In the waiting control group (n = 6)

A Complementary Anthroposophical
Program for the Palliative Treatment of LC

Table 1. Sociodemographic data (n, %)

Treatment group  Waiting group
(n=7) (n=6)
(mean age 67.00,  (mean age 69.00,
SD 8.55) SD 8.71)
Men 2 (28.6) 3 (50)
Women 5(71.4) 3 (50)
German 7 (100.0) 5(83.3)
Other nationalities 0 1(16.7)
Married 5(83.8) 4(66.7)
Partnership 0 1(16.7)
Divorced 0 1(16.7)
Widowed 1(16.7) 0
Currently smoking 1(16.7) 0
Formerly smoking 3 (50.0) 4(66.7)
Never smoking 2(33.3) 2(33.3)
Primary school certificate 1(25.0) 1(16.7)
Secondary school certificate 1 (25.0) 4(66.7)
High school graduation 2 (50.0) 1(16.7)

at the time of the start of ACCEPT®, 3 months after en-
rollment (T1), the ECOG status was 0 in 4 patients and 1
in 2 patients. With respect to QoL (FACT-L [52]) and
physical state as well as social environment, the groups
were comparable.

Three of the 10 patients assigned to the treatment
group dropped out due to being out of reach, lack of
comprehension and articulation problems. The remain-
ing 7 patients concluded the treatment program. In the
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Table 2. Mean values and standard deviations (in parentheses) for dependent variables

Treatment group (n = 7)

Control group (n = 6)

T12 T3b T0? T1b
FACT® n=7 n=7 n=8gf n=8gf

99.21 (11.13) 98.3 (23.41) 92.71 (16.21) 94.15 (7.7)
CSF-D4 n=7 n=7 n=7F n=7"

29.71 (8.9) 27.29 (9.2) 26.57 (5.32) 28.57 (1.13)
PSQI¢ n=7 n=7 n=_gf n=8f

8.29 (4.79) 4.14 (2.54) 8(4.21) 6.25 (4.37)
HADSH n=7 n=7 n=8f n=8gf

5.14 (2.54) 9(9.13) 14.62 (6.37) 13.75 (6.07)
F-SozU¢® n=6 n=6 n=8f n=8gf

4.69 (0.32) 4.84 (0.24) 4.39 (0.43) 4.58 (0.31)
FEAVH n=7 n=7 n=7~F n=7~

1.4 (1.17) 9.71 (15.61) 1.19 (1.1) 14.14 (11.14)
PAF n=>5 n=>5f n=8f n=8gf

8.22(2.33) 6.33 (0.98) 8.73 (1.86) 8.61 (1.68)

2 Collected at time 1 (T1; treatment group) or time 0 (TO0; control group) (before treatment). b Collected at
time 1 (T1; control group) or time 3 (T3; treatment group) (after treatment). € Increases in mean values signify
an increase in QoL. 9 Increases in mean values signify a decrease in QoL. ¢ Increase/decrease in mean values can-
not directly be interpreted with respect to QoL. f Due to missing data, the number of evaluable study participants
differs. As far as possible, all patients who could be evaluated at a certain time point are included.

waiting control group (n = 10) 4 patients died during the
study period, but not during the waiting period, so that
altogether data from 13 patients were available for evalu-
ation.

In the health education module in the treatment group
68% of the items and in the waiting control group 83% of
the items were completed. In the coping module all pa-
tients (100%) in both groups attended all interviews. In
the physical training module in the treatment group 19%
and in the waiting control group 50% of the items were
completed. Since the preformatted diaries for listing of
the home training activities were only introduced during
the course of the study, no data of compliance with home
trainings are available. Means and standard deviations of
the psychometric parameters are presented in Table 2.

Due to unsystematically incomplete questionnaires,
the self-regulation according to the Groflarth-Maticek
[60] questionnaire could not be evaluated. The IPQ-R
cannot be interpreted as a mean value due to the item
construction.

Besides the questionnaires, the participants could re-
turn free text feedback: 1 patient from the treatment
group considered health education as particularly help-
ful; 1 negative feedback was received. All patients in the
treatment group were able to conduct the module 2 inter-
views according to the qualitative guideline. The module
3 home training was conducted as described above.

32 Complement Med Res 2022;29:27-34
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In summary, the majority of the patients in the treat-
ment group completed ACCEPT®. With respect to com-
pliance and satisfaction with treatment, but also organi-
zationally as a supplement to SOC in LC, ACCEPT® was
shown to be feasible.

Discussion/Conclusion

National guidelines and international professional so-
cieties recommend supportive psychosocial therapy for
LC (see online suppl. material [61, 62]). However, so far,
no program adapted to LC patients and consisting of
clearly defined modules has been described. ACCEPT®
meets these requirements and was tested here in an envi-
ronment of everyday oncological clinical practice.

Actual Discussion

The health education module which was applied by
trained nursing staff met with high appreciation by pa-
tients and regular participation of more than overall 75%
of the items completed by the patients. The coping mod-
ule of psycho-oncological interventions was completely
attended by all patients. The physical training module
met with an unsatisfactory attendance of overall 34.5% of
the items completed by the patients. However, compli-
ance with the program seemed to improve near the end
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of the study after the patients had been asked to take notes
of their home activities. Moreover, only eurythmy thera-
py could be offered in this study, so that the intended
choice between the different modalities (physical thera-
py/eurythmy, speech therapy, singing therapy) was not
available.

Integration of ACCEPT® into the daily patient care
was unproblematic except for considerable additional ef-
fort for coordination of visits.

The high number of dropouts (Fig. 2) was unexpected:
factors like remote domiciles of the patients leading to
high costs of transport, foreseeable medical procedures in
other clinics etc. should be reflected in the inclusion cri-
teria.

Limitations

The high number of questionnaires (9) which had to
be filled out by the patients at three time points exceeded
the energy and willingness of some patients, leading to
unsystematically missing data. Appropriate support and
active encouragement to report difficulties should be im-
plemented. Also, online instruments (questionnaires,
parts of modules 1 and 3) might support the patient’s
compliance and satisfaction.

Due to the small patient number no conclusive results
with respect to an effect of ACCEPT® on QoL or to a su-
periority versus SOC only could be demonstrated.

Conclusion

The multimodal ACCEPT® was implemented in the
environment of an anthroposophic clinic, where all re-
sources needed for the three treatment modules are avail-
able and might therefore not be directly transferable to
other cancer centers. However, trained staff for health
education, psycho-oncological interventions and physi-
cal training exists at most cancer clinics, which should
enable similar multimodal programs.

In conclusion, the supplementary multimodal
ACCEPT® can be integrated into everyday practice of an
oncological care unit. ACCEPT® with its three modules
and with its biopsychosociospiritual concept of anthro-
posophic integrative medicine met with a satisfactory
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