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Trial summary 

Background 

Cognitive complaints in cancer patients are frequent side effects that can persist even long after 

patients have finished their cancer treatments. Physicians first attributed these problems to 

chemotherapy. The term “chemobrain” was coined as a description of cognitive dysfunctions in cancer 

patients. Nevertheless, this term is somewhat unfavourable since patients who do not receive 

chemotherapy can also experience cognitive complaints. Recent insights have shed light to this matter 

and have suggested that distress, worry and fatigue can be precursors for this syndrome.  

Aims 

The aim of this study is to examine the efficacy of emotional freedom techniques (EFT) to reduce 

stress and thus lessen those cognitive complaints.  

Design 

A prospective, interventional study.  

Study Centres 

Coordinating centre General Hospital Groeninge (Kortrijk, Belgium) 

Participating centres General Hospital Klina Brasschaat (Brasschaat, Belgium) 

University Hospitals Brussels (Brussels, Belgium) 

KULeuven-kulak (Kortrijk, Belgium) 

 

Population 

All consenting patients aged 18 years or above, who have been diagnosed with a solid tumour of 

hematologic malignancy and who have completed or are in the late phase of a chemotherapy, 

radiotherapy, anti-hormonal or targeted therapy treatment. Patients should suffer from subjective 

cognitive complaints based on a score of 43 or more on the Cognitive Failure Questionnaire.  

Endpoints 

Primary Efficacy of EFT to reduce cognitive complaints 

Secondary Efficacy of EFT to reduce psychological distress 

Efficacy of EFT to reduce fatigue 

Efficacy of EFT in enhancing quality of life 

Effect of EFT on patients’ professional lives 

Comparison of the efficacy of EFT between younger and older cancer patients 

Prevalence of cognitive complaints in cancer survivors 

Predictors of cognitive complaints in cancer survivors 

Duration 

Patients will be recruited from June 2016 till August 2018  

Conclusions 

Cognitive complaints can persist even long after treatment has ended. For many cancer survivors, 

these troubles can result in difficulties when they try to resume their former social and professional 

lives. Emotional freedom techniques could aid in reducing these cognitive complaints. 

  



Protocol N°: AZGS2016034  EMOTICON Version 2. 26 July 2016 
 

6 
 

2. Background and rationale 

During the last decade, a great deal of interest has gone to the optimization of cancer therapies 

resulting in better treatments and a higher life expectancy. Despite this, not all patients completely 

recover from their intensive treatments (1). Many of them suffer from long-term side effects such as 

cognitive complaints. These cancer-related cognitive problems have been defined with terms as 

chemobrain and chemofog. Although widely accepted, the term chemobrain is somewhat unfavourable 

as not all patients suffering from these cognitive complaints received a chemotherapy treatment (2). 

Further, studies have shown that cancer-related cognitive complaints are not always present through 

neuropsychological testing (3). Research has shown that neuropsychological disorders in cancer 

patients can evolve out of psychosocial risk factors such as distress which includes worry, anxiety and 

fatigue (4). Distress is defined as a multifactorial unpleasant emotional experience of psychological 

(cognitive, behavioral and emotional), social and/or spiritual nature that may interfere with the ability 

to cope with cancer effectively, its physical symptoms and its treatment. Distress extends along a 

continuum, ranging from common normal feelings of vulnerability, sadness and fear to problems that 

can become disabling such as depression, anxiety, panic, social isolation, and existential and spiritual 

crisis (5). Especially when looking at work resumption, having a cancer-related cognitive disorder can 

be a burden (6). Affected survivors are known to be more easily distracted, have difficulties to 

concentrate and experience troubles when processing new information (7). Further, a recent study by 

Lycke et al. (2016) reported that the level of distress can predict subjective cognitive complaints (8).  

With this project we aim to lessen cognitive complaints through reducing the amount of distress 

patients experience with a method called ‘Emotional Freedom Techniques’. Emotional Freedom 

Techniques or EFT is a brief and easy to learn exposure therapy with a somatic and cognitive 

component. It is a self-help tool which involves tapping specific acupressure points on the top of the 

head, the face, collarbone and under the arm (9). By stimulating acupressure points (somatic 

component), imbalances in the body are detected and restored (10). The cognitive component involves 

a psychological technique called conditioned response. Every time the patient thinks of a traumatic 

memory, a high level of distress that is linked to that memory, occurs. EFT first tries to measure the 

intensity of the patient’s emotion that is associated with that traumatic memory. In this trial, the 

traumatic events are the cancer diagnosis and its treatment(s). When the intensity of that memory is 

established, patients are asked to pair that memory with a statement of self-acceptance. Then, through 

tapping on a series of acupressure points on the face and body, the brain receives a calming signal 

telling yourself that you are safe. Before EFT treatment, when thinking of the traumatic memory, the 

body goes into a conditioned stress response. However, through EFT, that stress response gets broken. 

Once reconditioned, it usually stays that way (11).  

Several randomized controlled clinical trials have shown that EFT is an effective treatment for a 

number of conditions including psychological distress, anxiety, depression, phobias and post-traumatic 

stress disorder (12, 13). Church et al. (2012) investigated symptoms of psychological distress and 

cortisol levels in a group of patients who were randomly assigned to receive (1) EFT, (2) 

psychotherapy or (3) no therapy. The EFT-group showed a significant reduction of their symptoms 

and cortisol level (13). A trial by Bougea et al. (2013) reported that EFT can reduce stress in patients 

with headaches (14). Another study by Chatwin et al. (2016) randomly assigned patients to an EFT-

program or to a cognitive behavioural therapy program. Although both treatments results in a 

reduction of the patients’ symptoms, this reduction only remained present in the EFT-group at 3 and 6 

months follow-up (15). More recently, EFT was studied as a treatment to reduce the side effects of 

tamoxifen and aromatase inhibitors in women with breast cancer. Results indicated that – although 

preliminary – EFT may be an efficacious and safe self-help tool to improve patients’ quality of life as 
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it is helpful in reducing hot flushes, night sweats, fatigue and mood changes in the population under 

study (16). 

3. Trial objectives 

3.1.  Primary objective 

The primary aim of this trial is to examine the efficacy of EFT to reduce subjective cognitive 

complaints, as determined through the Cognitive Failure Questionnaire, in cancer patients who have 

completed or are in the late phase of a chemotherapy, radiotherapy, anti-hormonal or targeted therapy 

treatment 

3.2. Secondary objectives 

The secondary objectives entail: 

- Efficacy of EFT to reduce psychological distress 

- Efficacy of EFT to reduce fatigue 

- Efficacy of EFT in enhancing quality of life 

- Effect of EFT on patients’ professional lives 

- Comparison of the efficacy of EFT between younger and older cancer patients 

- Prevalence of cognitive complaints in cancer survivors 

- Predictors of cognitive complaints in cancer survivors 

4. Study population 

The study population consists of cancer patients aged 18 years or above, who have been diagnosed 

with a solid tumor of hematologic malignancy and who have completed or are in the late phase of a 

chemotherapy, radiotherapy, anti-hormonal or targeted therapy treatment. Patients should suffer from 

subjective cognitive complaints based on a score of 43 or more on the Cognitive Failure Questionnaire 

(17).  

4.1. Inclusion criteria 

- Patients should have reached a minimum age of 18 years at the time of enrolment 

- Histologically confirmed diagnosis of a solid cancer or hematologic malignancy 

- Patients should have received chemo- or radiotherapy, hormonal treatment or targeted therapy 

before enrollment (active treatment with anti-hormonal therapy or brachytherapy is allowed) 

- Patients can be included in the latest phase of their chemotherapy, radiotherapy, anti-hormonal or 

targeted therapy treatment 

- Patients should have been treated with curative intent or have an expected life expectancy of at 

least 5 years 

- Patients must suffer from subjective cognitive complaints based on the Cognitive Failure 

Questionnaire (cut-off ≥ 43) 

- Patients should be able to adequately communicate in Dutch or French 

- Patients should present with a sufficient mental and physical functional status (according to 

investigator’s judgment and first baseline assessment) for completing the questionnaires and 

neuropsychological assessment 

4.2. Exclusion criteria 

- Patients who do not meet the inclusion criteria 
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- Patients who are younger than 18 at the time of enrollment 

- Patients who received a treatment with palliative intent 

- Patients showing signs of mental deterioration 

- Patients suffering from organic brain syndrome (concussion without neurological symptoms and 

negative imaging is allowed) 

- Patients who are alcohol or drug dependent 

- Patients with a major psychiatric or neurologic disorder that could potentially invalidate 

assessment; a prior or current diagnosis of a depressive, anxiety or adjustment disorder is allowed 

 

4.3. Sample size 

Sample size calculations are based on following assumptions. All patients included in the trial will 

present with cognitive complaints (proportion = 1.00) at baseline. Subjective cognitive complaints are 

based on a score of 43 or more on the Cognitive Failure Questionnaire. After EFT intervention, we 

will find a difference of 0.25 between both groups. We expect no difference in the control group, 

whereas fewer patients in the intervention group will report cognitive complaints. We aim to include a 

total of 118 evaluable patients across the different hospitals. We expect a dropout of 15% and will 

therefore include maximum 140 patients. An evaluable patient is defined as a patient who was 

completed all study procedures.  

Two Independent Proportions (Null Case) Power Analysis 

Numeric Results of Tests Based on the Difference P1 - P2 

H0: P1-P2=0. H1: P1-P2=D1<>0. Test Statistic: two-sided Z test with pooled variance 

 Sample Sample Prop|H1 Prop      

 Size Size Grp 1 

of 

Trtmnt  

Grp 2 

or 

Control 

Diff 

if H0 

Diff  

if H1 

 

Target 

 

Actual 

 

Power N1 N2 P1 P2 D0 D1 Alpha Alpha Beta 

0.9511 95 95 1.0000 0.7500 0.0000 0.2500 0.0500 0.0499 0.0489 

0.9022 76 76 1.0000 0.7500 0.0000 0.2500 0.0500 0.0499 0.0978 

0.8541 65 65 1.0000 0.7500 0.0000 0.2500 0.0500 0.0443 0.1459 

0.8087 59 59 1.0000 0.7500 0.0000 0.2500 0.0500 0.0528 0.1913 

5. Study design 

5.1. Randomization 

The study will be a randomized wait-list controlled trial examining the feasibility and efficacy of EFT 

as a psychosocial intervention to reduce cognitive complaints in cancer patients. Patients will be 

allocated into the intervention or control group based on age, gender, treatment and centre. 

5.2. Main trial design 

The study design is presented in Figure 1. The study will be presented by the treating physician, the 

study coordinator, study nurse or onco-psychologist to patients who are about to finish their active 

cancer treatment. Patients who already received a curative radio- of chemotherapy treatment or 

patients who have cancelled their treatment can also participate in this trial. Patients willing to 

participate will be asked to sign the informed consent and need to fill out an intake form which 

contains the Cognitive Failure Questionnaire (CFQ). Patients scoring 43 or above will be considered 

as having subjective cognitive complaints and will go on to the randomization process. Patients 
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presenting with a score less than 43 will receive an information brochure on cognitive complaints in 

cancer patients. This brochure will contain information on cognitive dysfunctions in an oncology 

setting. It will also include some exercises on coping methods. Patients who do present with cognitive 

complaints will first receive a baseline assessment (T1).  

After baseline assessment, patients will be randomized into either the control group (C-group) or the 

intervention group (I-group). Patients in the intervention group will be scheduled to receive an 8-week 

EFT intervention program. The EFT program will include three 1-hour sessions, once a week during 

the first three weeks of the program with a study coordinator, study nurse or onco-psychologist who 

have been trained to perform EFT. During the first EFT session, participants will be taught how to 

perform EFT and how it can be used as an application for mood and physical side effects. They will be 

given an information brochure which includes a section illustrating the application of the tapping 

protocol, to aid home practice and a notebook containing a structured self-work outline, a diagram of 

tapping points and a self-measurement scale to complete. Patients will be asked to report in their 

brochure when they have used EFT. During the second EFT session, the first week will be evaluated. 

The final session will focus on fine-tuning of the method. Subsequently, patients will be encouraged to 

use the learned technique at least twice daily. After this period, participants will be scheduled for a 

second assessment (T2) where we want to examine whether the cognitive complaints have been 

reduced. Patients will be asked to fill in the CFQ and the other measures mentioned in Table 1. 

Patients randomized in the control group will be put on an 8-week lasting waiting list after which they 

will also receive the second assessment (T2). Thereafter, the C-group patients will receive the same 

EFT program as patients of the I-group. Eight weeks thereafter, both patients groups will be scheduled 

for a final assessment (T3).  

The study trial coordinator of the hospital will schedule patient’s visits. If possible, visits will be 

schedule before or after doctor appointments. 

The primary endpoint will be reached after the first period of 8 weeks where we will look at the 

reduction of cognitive complaints based on the CFQ.  



Protocol N°: AZGS2016034  EMOTICON Version 2. 26 July 2016 
 

10 
 

 
Figure 1. Trial design 

6. Study procedures 

A designated person will be responsible to fill out the Case Report Form (CRF). The CRF includes 

dates regarding study procedures and demographic, social and medical data. The medical data will be 

collected through a review of the patient’s medical record. Medical data concerning diagnosis and 

treatment, ECOG performance score, concomitant medications and comorbidities will be collected. 

Comorbidities will be scores by the Charlson Comorbidity Index. Scoring guidelines are presented in 

Appendix 1. In case of a screening failure, the patient’s age, gender, highest education, diagnosis, 

received treatment, time between treatment end and screening date and the CFQ-score will be 

recorded. In case of termination of participating, this will also be recorded in the CRF.   

The assessment at T1, T2 and T3 will include the Cognitive Failure Questionnaire and subjective 

measures such as the Distress Thermometer accompanied by the 38-item Problem List, Functional 

Assessment of Cancer Therapy-Fatigue Subscale and the European Organisation for the Research and 

Enrollment
Cognitive Failure 
Questionnaire:

≥ 43

Information 
brochure

Allocation

EFT (8 weeks)
Waiting List
 (8 weeks)

No

Yes

Intervention group Control group

Assessment T2

EFT (8 weeks)

Assessment T2

Assessment T3 Assessment T3

Assessment T1

Observation (8 weeks)
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Treatment of Cancer 30-item Quality of Life scale (Table 1). A telephone-based long term follow up 

will be foreseen six and twelve months after the start of the EFT treatment through EuroQol analysis.  

Table 1. Study procedures 

Study assessment Domain T1 T2 T3 Time 

Cognitive Failure 

Questionnaire 

Subjective cognitive functioning X 

(intake) 

X X 

5 min 

Distress Thermometer Distress X X X 2 min 

38-item Problem List 

 

    

Identification of problems in 5 

domains (Practical, family, emotional, 

spiritual/religious and physical) 

X  X X 

3 min 

Beck Depression 

Inventory-II 

Depression X X X 

5 min 

FACIT-Fatigue Scale Fatigue X X X 3 min 

EORTC QLQ-C30 

 

Assessment of quality of life in cancer 

patients 

X X X 5 min 

 

EuroQol 

 

Assessment of quality-adjusted life 

years  

X X X 

2 min 

Total Time Span 25 min 

 

6.1. Cognitive Failure Questionnaire (appendix 2) 

The Cognitive Failures Questionnaire (CFQ) is a questionnaire containing 25 items and was developed 

by Broadbent et al. in 1982 to assess the frequency of everyday slips and errors. Each item refers to a 

particular type of mistake such as forgetting names or bumping into people. Participants are asked to 

indicate, on a five-point scale ranging from never to very often, how many times the particular error 

occurs. The CFQ seems to provide unique information because it is largely unrelated to standard 

personality and intelligence scales (17). 

6.2. Distress Thermometer and 38-item Problem List (appendix 3) 

The Distress Thermometer (DT) and the 38-item Problem List, both developed and recommended by 

the NCCN Guidelines in Distress Management, serve as a rough initial single-item screening tool to 

identify distress caused by any kind of source, even if unrelated to cancer. Patients are asked to mark 

how distressed they have been during the past week on a scale from 0 to 10. Scores of four or higher 

suggest a level of distress that has clinical significance (18).   

6.3. Beck Depression Inventory-II (appendix 4) 

The Beck Depression Inventory-II comprises 21 questions that assess the intensity, severity and depth 

of depression in patients with psychiatric diagnoses. It further has been found to an effective screening 

tool in adolescents. The questionnaire uses a 4-point Likert scale, with higher scores indicating more 

severe depression (19, 20).  

6.4. Functional Assessment of Chronic Illness Therapy-Fatigue Subscale (appendix 5) 

The Functional Assessment of Chronic Illness Therapy-Fatigue Subscale (FACIT-Fatigue) is a brief 

questionnaire that is part of the 20-item anemia module of the Functional Assessment of Cancer 

Therapy quality of life assessment system. The FACIT-Fatigue consist of 13 items ranging on a 5-

point Likert-Scale. Scores can range between 0 and 52 with lower scores indicating a greater fatigue 

(21, 22). 
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6.5. Quality of life  

6.5.1. EORTC QLQ C-30 (appendix 6) 

The European Organisation for the Research and Treatment (EORTC) has developed and validated 

different questionnaires to assess the quality of life in cancer patients. The European Organisation for 

the Research and Treatment of Cancer Quality of Life Questionnaire (EORTC QLQ) -C30 was 

validated to assess quality of life in cancer patients. This core questionnaire enables assessment of the 

generic aspects of quality of life in cancer patients and provides a good reflection of the quality of life 

in general and of the functional, physical, cognitive, emotional, social and nutritional status in 

particular (23).  

6.5.2. EQ-5D (appendix 7) 

To asses long term quality of life, a standard EuroQoL EQ-5D questionnaire will be implemented 

(http://www.euroqol.org ). EQ-5D is a simple questionnaire that scores patients, based on five health 

domains (mobility, self-care, daily activities, pain/inconvenience and anxiety/depression). The 

obtained score indicates the quality of life of the patient.  

7. Responsibilities 

The table below gives an overview as to which persons are responsible for the specific study 

procedures. 

Procedure Responsible person 

Patient recruitment Chief investigator 

Local investigator 

Treating physician 

The study trial coordinator or local study nurse can 

help with the explanation of the informed consent form  

Screening  Study trial coordinator 

Local study nurse 

Assessments Study trial coordinator 

Local study nurse 

EFT-program Study trial coordinator 

Local study nurse 

Assigned EFT-coach 

 

The person who will be responsible for the EFT-program will be a nurse, psychologist or study 

coordinator/nurse with experience in the field of oncology. The study trial coordinator has received 

external EFT-training and will be responsible to train the other EFT-coaches in this trial. Training will 

be given in one half-day at the local site and includes an overview of the background of EFT (30 min), 

application of the technique (1hr30) and one-on-one sessions by use of the patient’s information 

brochure (2hrs). 

8. Potential risks and benefits 

EFT is a non-invasive therapeutic technique. It has been assessed in several randomized controlled 

clinical trials (12, 13). These trials have shown that EFT is safe to administer (16). 
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Patients may benefit from this study since – at present – there is no treatment available to reduce 

cognitive complaints. This trial may benefit their present and long-term quality of life.  

9. Safety and reporting 

9.1. Adverse events (AE) and serious adverse events (SAE) 

All adverse events (AE) should be on the CRF. All AE’s will be assessed for severity according to the 

NCI’s Common Terminology Criteria for Adverse Events (CTCAE; version 4.0). The investigator will 

decide if those events are related to intervention (not related, unlikely, possible or probable) and 

his/her decision will be recorded on the forms for all adverse events. Adverse events not related to the 

intervention (i.e. reported as not related or unlikely) will not be considered as adverse reaction or 

toxicity, but reported separately. 

The CTCAE v4.0 is available at: http://evs.nci.nih.gov/ftp1/CTCAE/CTCAE_4.03_2010-06-

14_QuickReference_5x7.pdf 

The relationship to the EFT-program will be determined according to the following criteria: 

- Not related : there is a clear alternative explanation or the relationship is not plausible. 

- Unlikely (doubtful/remote): a clinical event with an improbable time sequence to the 

psychological intervention and in which other drugs, chemicals or underlying disease provide 

plausible explanations. 

- Possible : a clinical event with a reasonable time sequence to a to the psychological 

intervention, which could also be explained by concurrent disease of other drugs or chemicals. 

Information on drug withdrawal may be lacking or unclear. 

- Probable : a clinical event with a reasonable time sequence to the psychological intervention, 

unlikely to be attributed to concurrent disease or other drugs or chemicals, and which follows 

a clinically reasonable response on withdrawal (dechallenge). 

A serious adverse event (SAE) observed by the chief investigator should be reported to the main REC 

within 15 days of the chief investigator becoming aware of the event, through the SAE report form 

included in the protocol (appendix 8). Urgent safety measures should be reported immediately (by fax 

or telephone) to the main REC. 

A Serious adverse event is defined as any untoward medical occurrence or effect that in any form: 

- Results in death; 

- Is life-threatening; 

- Requires hospitalization or prolongation of existing inpatient hospitalization; 

- Results in persistent or significant disability or incapacity; 

- Consists of a congenital anomaly or birth defect; 

- Is otherwise considered medically significant by the investigator 

An SAE occurring to a research participant should be reported to the main REC where in the opinion 

of the Chief Investigator the event was: 

- Related: that is, it resulted from an administration of any of the research procedures, and 

- Unexpected: that is, the type of event is not listed in the protocol as an expected occurrence 

9.2. Follow-up of adverse event 

All adverse events must be documented and followed up until the event is either resolved or 

adequately explained, even after the subject has completed his/her study treatment. Unrelated or 

http://evs.nci.nih.gov/ftp1/CTCAE/CTCAE_4.03_2010-06-14_QuickReference_5x7.pdf
http://evs.nci.nih.gov/ftp1/CTCAE/CTCAE_4.03_2010-06-14_QuickReference_5x7.pdf
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moderate events must be followed for 15 days after EFT application, and will be re-evaluated by the 

treating physician at the first follow-up visit. Severe, life-threatening or related events must be 

followed until resolution, the patient’s death, the start of a new therapy or the relationship is re-

assessed. 

10. Patient protection and ethical considerations 

10.1. Ethics approval and informed consent 

Documented approval from the ethics committees (EC) of the participating hospitals will be required 

prior to study start, according to Good Clinical Practice (GCP) and Belgian law and regulation.  

Patients will be asked to sign the informed consent form (ICF) after having both verbal and written 

information about the nature, purpose, possible risk and benefit of the observational study.  For 

subjects not capable of giving legal consent, written consent must be obtained from the legally 

acceptable representative. In the case where both the subject and his/her legally acceptable 

representative are unable to read, an impartial witness should be present during the entire informed 

consent discussion. Patients must also be notified that they are free to discontinue from the study at 

any time. The patient should be given the opportunity to ask questions and allowed time to consider 

the information provided.  All consent forms must be countersigned by the Principal Investigator, local 

investigator or a designated individual, and a record of who the designated individuals are, and the 

circumstances under which they countersign consent forms, must be clearly documented at the 

research site and be available for inspection. The local investigator is responsible for the collection and 

storage of the original signed informed consent A copy of the signed informed consent will be 

collected by the study trial coordinator.   

The trial will be conducted in accordance with the Declaration of Helsinki on Ethical Principles for 

Medical Research Involving Human Subjects, adopted by the General Assembly of the World Medical 

Association (1996).  

Conform to the Belgian Law, the ethical committee of Ghent University Hospital will function as the 

central ethical committee. 

10.2. Patient confidentiality 

The patient’s full name and date of birth will be collected to allow tracing through records. The 

personal data recorded on all documents will be regarded as confidential. To preserve each subject's 

anonymity, a study code will be recorded on subsequent Case Report Forms (CRFs) and ICF. The 

study code will contain the study centre code and a sequential patient identification number. 

10.3. Data collection 

Data will be collected in CRFs provided by the coordinating center. CRFs will be stored locally and 

will be the responsibility of the local investigator. The investigator must ensure the patient's 

confidentiality is maintained. Source documents are filed at the local investigator’s site. Source 

documents provide evidence for the existence of the patient and substantiate the integrity of the data 

collected. Data entered in the CRFs that are transcribed from source documents must be consistent 

with the source documents or the discrepancies must be explained. The local investigator / institution 

will permit trial-related monitoring, audits, ethics committee review and regulatory inspection, 

providing direct access to the CRFs and all related source documents. Study findings stored on a 

computer will be stored in accordance with Belgian data protection laws. The local investigator must 
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maintain all study records, patient files and other source data for at least 20 years upon completion of 

the trial.  

10.4. Patient insurance 

All patients participating in the study will have insurance coverage by the sponsor (General Hospital 

Groeninge), which is in line with applicable laws and/or regulations. With this “no fault” insurance all 

patients are insured under the terms and conditions of the Belgian Law of 7 May 2004. General 

Hospital Groeninge has concluded a study insurance with KBC Corporate Insurance. The trial is 

known at the insurance company under the name ‘BSMO-EFT’. 

11. Publication policy 

Authorship of any publications resulting from this study will be determined on the basis of the 

Uniform Requirement for Manuscripts Submitted to Biomedical Journals (International Committee of 

Medical Journal Editors, 2006), which states:  

 Authorship credit should be based on (1) substantial contributions to conception and design, 

acquisition of data, or analysis and interpretation of data; (2) drafting the article or revising it 

critically for important intellectual content; (3) final approval of the version to be published. 

Authors should meet conditions 1, 2, and 3.  

 Acquisition of funding, collection of data, or general supervision of the research group, alone, 

does not justify authorship.  

 All persons designated as authors should qualify for authorship, and all those who qualify 

should be listed.  

 Each author should have participated sufficiently in the work to take public responsibility for 

appropriate portions of the content. 

In accordance with these guidelines local investigators enrolling at least 10% of the eligible patients 

will be allowed as author on the submitted and published manuscript comprising the analysis of the 

primary endpoint. Local study centres who have enrolled 25% of patients or more will be allowed to 

include a second author representing their centre on submitted and published manuscript comprising 

the analysis of the primary endpoint. The study trial coordinator and chief investigator will be the first 

and last author, respectively, and the abovementioned 10% criteria does not apply to them, nor to the 

(external) collaborators and senior statistician. Other publications and rules for publication will be 

decided by the trial management group of the EMOTICON-trial. 

12. Financial matters 

This trial is supported by ‘Kom Op Tegen Kanker’ funding innovative projects in psychosocial care 

for people with cancer. No extra charges are anticipated for the patients. The coordinating (AZG) and 

participating centers (AZ Klina Brasschaat, UZ Gent, UZ Brussel) will receive an investigator fee per 

included patient who has completed all study procedures. These patients are referred to as evaluable 

patients. No financial reimbursement is foreseen for who do not complete all study procedures. The 

KULAK will receive a statistical consultancy fee. Retaining overhead or VAT is not allowed. A 

complete overview of the financial aspects are listed below.  

Table 2. Budget details  

Personnel 

Partner Description Budget detail Total cost 
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AZG Study trial coordinator (20% FTE) €13.000 annually € 39.000 

AZG, UZB, AZ Klina 

Brasschaat 

Study nurse – psychologist (EFT); 

calculated as investigator fee per 

patient 

€400 per evaluable 

patient x 118 patients 

€ 47.200 

Other costs 

AZG Coordination cost  € 2.500 

Travel expenses  € 1.000 

EFT Training  € 900 

Software   € 1.000 

Publication fees  € 1.750 

KULAK Statistical consultancy fee  € 1.500 

Total budget € 94.850 
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Appendix 1. Scoring guidelines for the Charlson Comorbidity Index 

Instructions: score 1, 2, 3 or 6 points as marked in the column next to the comorbidity, if the 

comorbidity is present. Table 3 shows a description of the included conditions.  

Table 3. Description of comorbidities included in the Charlson Comorbidity Index 
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Abbreviations: 

CHF: congestive heart failure 

TIA: transient ischemic attack 

CVA: cerebrovascular accident 

SLE: systemic lupus erythematosus 

CTD: connective tissue disease 

RA: rheumatoid arthritis 

PUD: peptic ulcer disease 

PHT: portal hypertension 

CML: chronic myeloid leukemia 

CLL: chronic lymphoid leukemia 

AML: acute myeloid leukemia 

ALL: acute lymphoblastic leukemia 

PV: polycythemia vera   
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Appendix 2. Cognitive Failure Questionnaire (Dutch and French version) 

 Dutch version 
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 French version 
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Appendix 3. Distress thermometer and 38-item Problem List (Dutch and French version) 

 Dutch version 
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 French version 
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Appendix 4. Beck Depression Inventory (Dutch and French version) 

 Dutch version 
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 French version 
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Appendix 5. Functional Assessment of Chronic Illness Therapy – Fatigue Subscale 

(Version 4) (Dutch and French version) 

 Dutch version 
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 French version 
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Appendix 6. EORTC QLQ-C30 (Dutch and French version) 

 Dutch version 
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 French version 
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Appendix 7: EQ-5D (Dutch and French version) 

 Dutch version 
 

Kwaliteit van leven (EuroQoL) 

 

Wilt u bij ieder onderdeel het cijfer omcirkelen in het hokje achter de zin die het beste past bij 

uw eigen gezondheidstoestand op dit moment? 

 

Mobiliteit 

Ik heb geen problemen met rondwandelen 

Ik heb enige problemen met rondwandelen 

Ik ben bedlegerig 

 

1 

2 

3 

Zelfzorg 

Ik heb geen problemen om voor mezelf te zorgen 

Ik heb enige problemen om mijzelf te wassen of aan te kleden 

Ik ben niet in staat om mijzelf te wassen of aan te kleden 

 

1 

2 

3 

Dagelijkse activiteiten (bv. Werk, huishouden, gezins- en vrijetijdsactiviteiten) 

Ik heb geen problemen met mijn dagelijkse activiteiten 

Ik heb enige problemen met mijn dagelijkse activiteiten 

Ik ben niet in staat mijn dagelijkse activiteiten uit te voeren 

 

1 

2 

3 

Pijn/klachten 

Ik heb geen pijn of andere klachten 

Ik heb matige pijn of andere klachten 

Ik heb zeer ernstige pijn of andere klachten 

 

1 

2 

3 

Angst/depressie 

Ik ben niet angstig of depressief 

Ik ben matig angstig of depressief 

Ik ben erg angstig of depressief 

 

1 

2 

3 
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Om mensen te helpen bij het aangeven hoe goed of hoe slecht 

een gezondheidstoestand is, hebben we een meetschaal (te 

vergelijken met een thermometer) gemaakt. Op de meetschaal 

hiernaast betekent “100” de beste gezondheidstoestand die u 

zich kunt voorstellen, en “0” de slechtste gezondheidstoestand 

die u zich kunt voorstellen.  

 

We willen u vragen op deze meetschaal aan te geven hoe 

goed of hoe slecht volgens u uw eigen gezondheidstoestand 

vandaag is. Trek een lijn op de meetschaal dat volgens u 

aangeeft hoe goed of hoe slecht uw gezondheidstoestand 

vandaag is.  

 
  

9 0 

8 0 

7 0 

6 0 

5 0 

4 0 

3 0 

2 0 

1 0 

100 

SLECHTST 
Voorstelbare 

gezondheidstoestand 

0 

BEST 
voorstelbare 

gezondheidstoestand 
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 French version 

 La qualité de vie (EuroQoL) 

 

Veuillez indiquer, pour chacune des rubriques suivantes, l’affirmation qui décrit le mieux votre état 

de santé aujourd’hui, en entourant la chiffre appropriée. 

 

Mobilité 

Je n’ai aucun problème pour me déplacer à pied 

J’ai des problèmes pour me déplacer à pied 

Je suis obligé(e) de rester alité(e) 

 

1 

2 

3 

Autonomie de la personne 

Je n’ai aucun problème pour prendre soin de moi 

J’ai des problèmes pour m’habiller ou pour me laver tout(e) seul(e) 

Je suis incapable de me laver ou de m’habiller tout(e) seul(e) 

 

1 

2 

3 

Activités courantes (par ex. : travaux domestiques, activités familiales ou loisirs) 

Je n’ai aucun problème pour accomplir mes activités courantes 

J’ai des problèmes pour accomplir mes activités courantes 

Je suis incapable d’accomplir mes activités courantes 

 

1 

2 

3 

Douleurs/gêne 

Je n’ai ni douleurs, ni gêne 

J’ai des douleurs ou une gêne modérée(s) 

J’ai des douleurs ou une gêne extrème(s) 

 

1 

2 

3 

Anxiété/dépression 

Je ne suis ni anxieux(se), ni déprimé(e) 

Je suis modérément anxieux(se) ou déprimé(e) 

Je suis extrêmement anxieux(se) ou déprimé(e) 

 

1 

2 

3 
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Pour vous aider à indiquer dans quelle mesure tel ou tel état de santé est 

bon ou mauvais, nous avons tracé une échelle graduée (comme celle d’un 

thermomètre) sur laquelle 100 correspond au meilleur état de santé que 

vous puissiez imaginer et 0 au pire état de santé que vous puissiez 

imaginer. 

 

Nous aimerions que vous indiquiez sur cette échelle graduée à quel endroit vous 

situez votre état de santé aujourd’hui. Pour cela, veuillez tracer une ligne sur 

l’échelle qui correspond à votre état de santé aujourd’hui. 

  

 

 

  

9 0 

8 0 

7 0 

6 0 

5 0 

4 0 

3 0 

2 0 

1 0 

100 

PIRE état de 
santé imaginable 

0 

MEILLEUR état 

de 

santé imaginable 
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Appendix 8. SAE Report Form 

Report of serious adverse event (SAE) 

 

 

1. Details of Chief Investigator 

 

Name Dr. Philip Debruyne 

 

Address AZ Groeninge 

Campus loofstraat – oncologisch centrum 

Loofstraat 43, B-8500 KORTRIJK 

 

Telephone 056/ 63 39 00 

 

Email Philip.Debruyne@azgroeninge.be 

 

Fax 056/ 63 39 09 

 

 

2. Details of the study 

 

Full title of the study A randomized wait-list controlled trial on the 

use of Emotional Freedom Techniques as an 

intervention strategy to reduce patient 

reported cognitive complaints in cancer 

survivors on behalf of the BSMO - Cancer 

Survivorship Taskforce 

 

Name of main REC Commissie Medische Ethiek 

UZ Brussel 

Main REC reference number  

Research sponsor Dhr. J. Deleu  

(Chief executive officer, AZ Groeninge) 

 

Sponsor’s reference for this report: 

(if applicable) 

 

 

3. Type of event 

Please categorize this event, ticking all appropriate options: 

 

Death Life threatening Hospitalisation or 

prolongation of existing 

hospitalisation 

Persistent or significant 

disability or incapacity 

 

Congenital anomaly or birth 

defect 

Other 
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4. Circumstances of event – relation to study product 

 

Date of SAE  

Location  

Describe the circumstances of the event 

(attach copy of detailed report if necessary) 

 

 primary report 

 follow-up report 

 

 

Is SAE related to study product?  not related                  possible 

 unlikely                       probable 

 

Expected SAE  yes 

 no 

If yes, mention source: 

 

 

 

 

5. Declaration 

 

Signature of chief investigator  

 

Print name  

 

Date of submission  

 

 

6. Acknowledgement of receipt by main REC (please insert name) 

 

The [                             ] research ethics committee acknowledges receipt of the above. 

 

Signed  

 

Name  

 

Position on REC  

 

Date  

 

 

 


