
Appendix 1. Items from the World Health Organization Trial Registration Data Set for the BCS-PI-trial 

 

 

  

Data category  Information 

Primary registry and trial 

identifying number  

ClinicalTrial.gov 

NCT04730154 

Date of registration in 

primary registry  

28 January, 2021 

Source(s) of monetary or 

material support 

Stand up to Cancer (Kom op Tegen Kanker, project code ANI251) 

Primary sponsor Vrije Universiteit Brussel 

Secondary sponsor(s) Universiteit Hasselt  

Contact for public queries Jo Nijs, Prof. Dr., PT, jo.nijs@vub.be  

Contact for scientific queries Jo Nijs, Prof. Dr., PT, jo.nijs@vub.be 

Public title The effect of perceived injustice-targeted pain neuroscience education with motivational interviewing 

compared to biomedically focused education among breast cancer survivors: a study protocol for a 

multicentred randomized controlled trial (BCS-PI-trial) 

Overview of study design A randomized controlled clinical trial with balanced treatment arms, 4 weeks of intervention, and 24 

months follow-up 

Countries of recruitment Belgium  

Study population Breast cancer survivors experiencing perceived injustice and pain 

Interventions Perceived injustice-targeted pain neuroscience education + motivational interviewing  

Biomedically-focused pain education 

Inclusion criteria 1) Women aged 18 years or older. 

2) In complete remission, they should have finished their primary treatment with curative intent 

at least 3 months before study participation. Adjuvant hormonal therapy and immunotherapy 

are tolerated.  

3) Report a pain severity of at least 3 to 10 on the Brief Pain Inventory.  

4) Be able to speak and read Dutch to give informed consent and complete the assessment tools.  

5) Show evidence of perceived injustice, defined as 17 or higher on the Injustice Experience 

Questionnaire (IEQ). 

Exclusion criteria 1) Diagnosed with new neoplasms or metastases. 

2) Not reached the stable level of chronic disease and/or which is causing pain complaints (e.g., 

fibromyalgia, rheumatoid arthritis). 

3) Suffering from severe psychological or psychiatric diseases. 

4) Suffering from dementia or cognitive impairment (unable to understand the test instructions 

and/or a result of ≤11, corresponding with MMSE ≤23, on the Six-item Cognitive Impairment 

Test (6-item CIT), which is a short questionnaire containing 6 items. 

5) Recently started a new therapy which has not yet resulted in a stable level and might interfere 

with one of the treatments (mentioned below).  

Study type Interventional  

Allocation: 1/1 randomised  

Intervention model: parallel assignment  

Masking: double-blind (outcome assessor, statistician) 

Primary purpose: pain management  

Date of first enrolment May 2021  

Target sample size 156 

Recruitment status Recruiting  

Primary outcome(s) Pain: Brief Pain Inventory  

Key secondary outcomes Health-related Quality of Life:  European Organization for Research and Treatment of Cancer Core Quality 

of Life Questionnaire (EORTC QLQ-C30) 

Perceived injustice: Injustice Experience Questionnaire  

Outcomes for cost-effectiveness analysis: Medical Consumption Questionnaire, Productivity Cost 

Questionnaire, EuroQoL EQ-5D 

Endpoints T1: immediately after intervention 

T2: 6 months after intervention  

T3: 12 months after intervention (primary endpoint)  

T4: 24 months after interventions (extended endpoint) 
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Appendix 2. Protocol version history of the BCS-PI-trial 

 

Version No.  Approval Date Lead EC  Adaptations made in the protocol  

1.0  Temporary advice  Original  

2.0  16/12/2020  Original with adaptations of temporarily advice  

Amendment 1 – 2.1 21/01/2021  Addition of ethical committee centre Universiteit Hasselt (Diepenbeek, Belgium) 

Amendment 2 – 2.2 11/02/2021  Addition of ethical committee centre AZ Rivierenland (Bornem, Belgium)  

Amendment 3 – 2.3  11/03/2021  Addition of ethical committee centre Imeldaziekenhuis (Bonheiden, Belgium) 

Amendment 4 – 2.4 29/04/2021  Grammatical corrections 

 New phone number for the BCS-PI-trial 

 Addition of statistics with data at 24 months follow-up 

 Addition of CSI and DN-4 questionnaires to improve patient-tailored pain education 

Amendment 5 – 2.5 27/05/2021  Additional therapist hired  

Amendment 6 – 2.6 24/12/2021  Addition of three new researchers working on the data of the BCS-PI-trial 

Amendment 7 – 2.7 09/11/2022  Update recruitment poster 

 Update sponsor logo 

 Addition of ethical committee centre Ziekenhuis Oost-Limburg (Genk, Belgium) 

 Addition of a therapist hired in the BCS-PI-trial 

 Addition of two new researchers working on the data of the BCS-PI-trial 
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Appendix 3. List of study sites of the BCS-PI-trial  

 

Ethical committee (EC) Date of request 

Date of approval   

Contact details EC Reference code(s) 

Lead EC – Commissie medische 

ethiek UZ Brussel (O.G.016) 

06/12/2022 

16/12/2020 

Laarbeeklaan 101 

1090 Jette  

commissie.ethiek@uzbrussel.be   

+32 24 77 55 84   

B.U.N. 1432020000269 

2020/399  

Local EC – Comité voor Medische 

Ethiek UHasselt 

06/01/2021 

12/01/2021  

Agoralaan 

3590 Diepenbeek  

CME@uhasselt.be  

+32 11 26 92 45  

B.U.N. 1432020000269 

2020/399  

Local EC – Ethische commissie AZ 

Rivierenland (O.G.104) 

12/01/2021 

03/02/2021 

olivier.opdenakker@azr.be   

03 880 90 11  

 

2102CP003  

Local EC – Ethische commissie AZ 

Imeldaziekehuis 

23/02/2021 

09/03/2021 

Dr. Stijn Gysenbergs / Margit Van Camp  

+ 32 15 50 52 57 / +32 15 50 55 29  

Erk. Nr. 689  

 

Local EC – Comité Medische 

Ethiek Ziekenhuis Oost-Limburg 

(ZOL)  

21/06/2022 

13/01/2023 

Ziekenhuis Oost-Limburg  

Secretariaat Comité Medische Ethiek  

Synaps Park 1  

3600 Genk  

ec.submission@zol.be  

089 32 15 09 / 089 32 79 00 

Z-2022066  
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Appendix 4. Informed Consent of the BCS-PI-trial  
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Appendix 5. Roles and responsibilities in the BCS-PI-trial 

 

Roles Responsible(s)  

Lead Ethical Comité Commissie medische ethiek UZ Brussel (O.G.016) 

Local Ethical Comité  Comité voor Medische Ethiek Uhasselt 

Ethische commissie AZ Rivierenland (O.G.104) 

Ethische commissie AZ Imeldaziekehuis 

Comité Medische Ethiek Ziekenhuis Oost-Limburg (ZOL) 

Principal investigator   Prof. Dr. Jo Nijs (Pain in Motion Research Group)  

Researcher(s) Drs. Eva Roose (Pain in Motion Research Group & Rehabilitation Research Department & REVAL)  

Drs. Astrid Lahousse (Pain in Motion Research Group & Rehabilitation Research Department) 

Drs. Kenza Mostaqim (Pain in Motion Research Group) 

Prof. dr. Laurence Leysen (Pain in Motion Research Group)  

Prof. dr. David Beckwée (Rehabilitation Research Department)  

Dr. Eva Huysmans (Pain in Motion Research Group)  

Prof. dr. Paul van Wilgen (Transcare Pain Transdisciplinary pain treatment centre)  

Drs. Rinske Bults (Transcare Pain Transdisciplinary pain treatment centre) 

Prof. dr. Marijke De Couck (Odisee University College and Department of Public Health)  

Prof. dr. Annick Timmermans (UHasselt, Faculteit Revalidatiewetenschappen, REVAL Research)  

Therapist(s) Drs. Eva Roose (Pain in Motion Research Group & Rehabilitation Research Department)  

Drs. Kenza Mostaqim (Pain in Motion Research Group) 

Thomas Corten (physiotherapist) 

Jitte Van Bavel (physiotherapist) 

Karen Leper (physiotherapist) 

Randomisator(s) Prof. dr. Laurence Leysen (Pain in Motion Research Group)  

Dr. Eva Huysmans (Pain in Motion Research Group)  

Assessor(s) Drs. Wouter Van Bogaert (Pain in Motion Research Group)  

Medical staff contributing to 

recruitment   

Dr. Christel Fontaine (Universitair Ziekenhuis Brussel) 

Dr. Marian Vanhoeij (Universitair Ziekenhuis Brussel) 

Tina Vandendaelen (Universitair Ziekenhuis Brussel) 

Dr. Carine De Rop (Imeldaziekenhuis, Bonheiden) 

Dr. Eric De Jonge (Ziekenhuis Oost-Limburg, Genk) 

Dr. Martine Puylaert (Ziekenhuis Oost-Limburg, Genk) 

Dr. Brenda de Petter (AZ Rivierenland, Bornem) 

Greet Vergauwen (AZ Rivierenland, Bornem) 

Karin Obyn (AZ Rivierenland, Bornem) 

Dr. Stevens Marianne (AZ Rivierenland, Bornem) 

Dr. Janssens Greet (AZ Rivierenland, Bornem) 

Dr. Najim Omar (AZ Rivierenland, Bornem) 

Dr. Spaepen Annemie (AZ Rivierenland, Bornem) 

Dr. Vermeersch Frank (AZ Rivierenland, Bornem) 

Dr. Papadimitriou Konstantinos (AZ Rivierenland, Bornem) 
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