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SPIRIT 2013 Checklist: Recommended items to address in a clinical trial protocol and related documents*

	Section/item
	ItemNo
	Description

	Administrative information

	Title
	1
	TEDDI radiotherapy delivery in deep inspiration for pediatric patients – a feasibility study  

	Trial registration
	2a
	The Danish Ethical Committee (H-16035870, approved November 24th 2016; amendment 69757 and 71262, approved November 09th 2019 and December 10th 2019). The Danish Data Protection Agency (2012-58-0004, approved January 1st 2017). Registered retrospectively at clinicaltrials.gov (NCT03315546, October 20th 2017).

	
	
	

	Protocol version
	3
	v5_02082017

	Funding
	4
	The Danish Childhood Cancer Foundation (grant no. 2015-9) and the 
Danish Cancer Society (grant no. R150-A10066)


	Roles and responsibilities
	5a
	Principal investigator

Maja Vestmø Maraldo

Dept. of Clinical Oncology 

Copenhagen University Hospital, Rigshospitalet 

Blegdamsvej 9, 2100 Copenhagen 
Denmark

Investigators

Lisa Lyngsie Hjalgrim

Dept. of Pediatric Hematology and Oncology

Copenhagen University Hospital, Rigshospitalet 

Blegdamsvej 9, 2100 Copenhagen

Denmark
Anni Young Lundgaard 

Dept. of Clinical Oncology 

Copenhagen University Hospital, Rigshospitalet 

Blegdamsvej 9, 2100 Copenhagen 

Denmark

Marianne Camille Aznar

Radiotherapy-related research group, University of Manchester/Christie hospital

Oxford Road, Manchester M13 9PL 

United Kingdom 

Akmal Safwat

Dept. of Clinical Oncology

Aarhus University Hospital

Palle Juul Jensens Boulevard 99, 8200 Aarhus 

Denmark

Jolanta Hansen
Department of Medical Physics
Aarhus University Hospital
Palle Juul Jensens Boulevard 99, 8200 Aarhus
Denmark
Collaborators 

Morten Jørgensen

Dept. of Clinical Oncology 

Copenhagen University Hospital, Rigshospitalet 

Blegdamsvej 9, 2100 Copenhagen

Denmark

Lise Borgwardt

Dept. of Clinical Physiology, Nuclear Medicine and PET 

Copenhagen University Hospital, Rigshospitalet 

Blegdamsvej 9, 2100 Copenhagen

Denmark

Anne Kill Berthelsen

Depts. Of Clinical Oncology / Clinical Physiology, Nuclear Medicine and PET 

Copenhagen University Hospital, Rigshospitalet 

Blegdamsvej 9, 2100 Copenhagen

Denmark







       Eckhard Schomerus 

      Dept. of Pediatrics, H.C. Andersen Children´s Hospital 

      University of Odense
      J.B. Winsløws vej 4, 5000 Odense

      Denmark

      Christoffer Johansen

      Late Effects Research Unit (CASTLE)

      Dept. of Clinical Oncology 

      Copenhagen University Hospital, Rigshospitalet 

      Blegdamsvej 9, 2100 Copenhagen 

      Denmark 

      Leila Vaalavirta 

      Dept. of Radiation Oncology

      Comprehensive Cancer Center, Helsinki University Hospital 

      Haartmaninkatu 4, 00290 Helsinki 

      Finland 

      Places of investigation 

      Dept. of Clinical Oncology 

      Copenhagen University Hospital, Rigshospitalet 

      Blegdamsvej 9, 2100 Copenhagen 

      Denmark

      Dept. of Clinical Oncology

      Aarhus University Hospital

      Palle Juul Jensens Boulevard 99, 8200 Aarhus 

      Denmark

      Dept. of Pediatrics, H.C. Andersen Children´s Hospital 
      University of Odense

      J.B. Winsløws vej 4, 5000 Odense

      Denmark
      Dept. of Radiation Oncology

      Comprehensive Cancer Center, Helsinki University Hospital 

      Haartmaninkatu 4, 00290 Helsinki 
      Finland
	
	5b
	No sponsors are involved in the study

	
	
	

	
	
	

	Introduction
	
	

	Background and rationale
	6a
	Cf. Lundgaard AY, Hjalgrim LL, Rechner LA, et al. TEDDI: radiotherapy delivery in deep inspiration for pediatric patients − a NOPHO feasibility study. Radiat Oncol. 2018.13:56.

	
	
	

	Objectives
	7
	Cf. Lundgaard AY, Hjalgrim LL, Rechner LA, et al. TEDDI: radiotherapy delivery in deep inspiration for pediatric patients − a NOPHO feasibility study. Radiat Oncol. 2018.13:56.

	Trial design
	8
	Phase II non-randomized feasibility study 

	Methods: Participants, interventions, and outcomes

	Study setting
	9
	Cf. roles and responsibilities 5a, places of investigation 

	Eligibility criteria
	10
	Cf. Lundgaard AY, Hjalgrim LL, Rechner LA, et al. TEDDI: radiotherapy delivery in deep inspiration for pediatric patients − a NOPHO feasibility study. Radiat Oncol. 2018.13:56.

	Interventions
	11a
	Cf. Lundgaard AY, Hjalgrim LL, Rechner LA, et al. TEDDI: radiotherapy delivery in deep inspiration for pediatric patients – a NOPHO feasibility study. Radiat Oncol. 2018.13:56.

	
	
	

	
	
	

	
	
	

	Outcomes
	12
	Cf. Lundgaard AY, Hjalgrim LL, Rechner LA, et al. TEDDI: radiotherapy delivery in deep inspiration for pediatric patients – a NOPHO feasibility study. Radiat Oncol. 2018.13:56.

	Participant timeline
	13
	Opened for accrual January 2017 – present. 

Diagnostic baseline prechemotherapy scan performed upon enrollment. Approximately 25% of the patients enrolled will receive radiotherapy after 2-6 months depending on disease stage and the number of chemotherapy cycles. Enrollment in TEDDI will not affect the standard follow-up program of pediatric patients which is diagnosis specific.

     

	Sample size
	14
	25 patients. 
Cf. Lundgaard AY, Hjalgrim LL, Rechner LA, et al. TEDDI: radiotherapy delivery in deep inspiration for pediatric patients – a NOPHO feasibility study. Radiat Oncol. 2018.13:56.

	Recruitment
	15
	Open for accrual In Denmark and Finland. 

	Methods: Assignment of interventions (for controlled trials)

	Allocation:
	
	

	Sequence generation
	16a
	NA

	Allocation concealment mechanism
	16b
	NA

	Implementation
	16c
	NA

	Blinding (masking)
	17a
	NA

	
	
	

	Methods: Data collection, management, and analysis

	Data collection methods
	18a
	Cf. Lundgaard AY, Hjalgrim LL, Rechner LA, et al. TEDDI: radiotherapy delivery in deep inspiration for pediatric patients – a NOPHO feasibility study. Radiat Oncol. 2018.13:56.

	
	
	

	Data management
	19
	Cf. Lundgaard AY, Hjalgrim LL, Rechner LA, et al. TEDDI: radiotherapy delivery in deep inspiration for pediatric patients – a NOPHO feasibility study. Radiat Oncol. 2018.13:56.

	Statistical methods
	20a
	Cf. Lundgaard AY, Hjalgrim LL, Rechner LA, et al. TEDDI: radiotherapy delivery in deep inspiration for pediatric patients – a NOPHO feasibility study. Radiat Oncol. 2018.13:56.

	
	
	

	
	
	

	Methods: Monitoring

	Data monitoring
	21a
	NA

	
	
	

	Harms
	22
	Cf. Lundgaard AY, Hjalgrim LL, Rechner LA, et al. TEDDI: radiotherapy delivery in deep inspiration for pediatric patients – a NOPHO feasibility study. Radiat Oncol. 2018.13:56.

	Auditing
	23
	NA

	Ethics and dissemination

	Research ethics approval
	24
	Cf. Trial registration 2A

	Protocol amendments
	25
	Cf. Trial registration 2A. Amendment 69757: accrual permitted until 2026. Amendment 71262: additional site (Odense) and collaborator (Eckhard Schomerus). 

	Consent or assent
	26a
	Cf. Lundgaard AY, Hjalgrim LL, Rechner LA, et al. TEDDI: radiotherapy delivery in deep inspiration for pediatric patients – a NOPHO feasibility study. Radiat Oncol. 2018.13:56.

	
	
	

	Confidentiality
	27
	Cf. Lundgaard AY, Hjalgrim LL, Rechner LA, et al. TEDDI: radiotherapy delivery in deep inspiration for pediatric patients – a NOPHO feasibility study. Radiat Oncol. 2018.13:56. 

	Declaration of interests
	28
	NA

	Access to data
	29
	Patient consent files will be kept at the local institutions. All data will be anonymised and saved for a period of ten years (end 2026). All data analysis will be done in Copenhagen. Information on patient and treatment characteristics will be delivered through anonymized clinical report forms. All imaging and radiation treatment information is currently planned to be transferred in DICOM-format, including dose plan and structure set files.


	Ancillary and post-trial care
	30
	NA

	Dissemination policy
	31a
	The results of this study, including negative or inconclusive results, will be published in international peer-reviewed scientific journals. Authorship will be decided according to the Vancouver guidelines. A brief summary of the study results will be e-mailed to the participants who provided written consent and contact information upon inclusion.  

	
	
	

	
	
	

	Appendices
	
	

	Informed consent materials
	32
	Model consent form and other related documentation given to participants and authorised surrogates

	Biological specimens
	33
	NA


*It is strongly recommended that this checklist be read in conjunction with the SPIRIT 2013 Explanation & Elaboration for important clarification on the items. Amendments to the protocol should be tracked and dated. The SPIRIT checklist is copyrighted by the SPIRIT Group under the Creative Commons “Attribution-NonCommercial-NoDerivs 3.0 Unported” license.
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