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STANDARD PrROTOCOL ITEMS: RECOMMENDATIONS FOR INTERVENTIONAL TRIALS





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

	Section/item
	ItemNo
	Page number/paragraph 

	Administrative information

	Title
	1
	Page 1

	Trial registration
	2a
	Page 3, Trial registration

	
	2b
	N/A

	Protocol version
	3
	N/A

	Funding
	4
	Page 21, Funding

	Roles and responsibilities
	5a
	Page 1; page 12, Author’s contributions

	
	5b
	Page 21, Funding

	
	5c
	Page 21, Funding

	
	5d
	N/A

	Introduction
	
	

	Background and rationale
	6a
	Page 4, Background

	
	6b
	N/A

	Objectives
	7
	Page 6 Paragraph 1

	Trial design
	8
	Page 6 Study design and objectives

	Methods: Participants, interventions, and outcomes

	Study setting
	9
	Department of Radiation Oncology, National Cancer Center/National Clinical Research Center for Cancer/Cancer Hospital, Chinese Academy of Medical Sciences and Peking Union Medical College, Beijing, China

	Eligibility criteria
	10
	Page 7, Inclusion criteria and Exclusion criteria

	Interventions
	11a
	Page 8-10, Radiotherapy & Chemotherapy

	
	11b
	Page 11, Toxicity and adverse events

	
	11c
	Page 11, Toxicity and adverse events, Paragraph 2

	
	11d
	Other anti-cancer therapy will not be permitted other than the interventions protocol.

	Outcomes
	12
	Page 6 Study design and objectives

	Participant timeline
	13
	Patient recruitment for this study was started on September 1, 2017, and the duration of enrollment will be approximately 5 years.

	Sample size
	14
	Page 11, Statistical analysis and sample-size considerations

	Recruitment
	15
	N/A

	Methods: Assignment of interventions (for controlled trials)

	Allocation:
	
	

	Sequence generation
	16a
	Computer-generated random numbers was used to randomize. We don’t stratify the factors.

	Allocation concealment mechanism
	16b
	The computer program was used to implement the allocation sequence.

	Implementation
	16c
	Statistician will generate the allocation sequence, doctor will enrol participants and assign participants to interventions.

	Blinding (masking)
	17a
	N/A. The trial was designed as open lable.

	
	17b
	N/A

	Methods: Data collection, management, and analysis

	Data collection methods
	18a
	All data related to the study will be recorded in detail on the case report forms which was reviewed by clinical monitor. Then the data manager will collect and record in the SPSS database. For any questions in the case report form, the data manager will generate a question answering form and send the question to the researcher through the clinical supervisor. The researcher has the responsibility for answering and returning as soon as possible. The data manager will modify, confirm and input the data according to the researcher's answer.

	
	18b
	Page 12, Follow-up

	Data management
	19
	The data input and management are in the charge of the data manager appointed by the research group. In order to ensure the accuracy of the data, two data managers shall independently enter and proofread the data.

	Statistical methods
	20a
	Page 11, Statistical analyses

	
	20b
	N/A

	
	20c
	N/A

	Methods: Monitoring

	Data monitoring
	21a
	The data monitor appointed by the sponsor will check the data regularly to ensure that all contents of the research plan are strictly followed and the research data are filled in correctly.

	
	21b
	The trial designer will have access to these interim results and make the final decision to terminate the trial.

	Harms
	22
	The clinical doctor will reported the sever adverse events and other unintended effects of trial interventions or trial conduct to our ethics committee. And data manager will collect, assess and manage the data.

	Auditing
	23
	The department of scientific research will supervise the research progress and quality once a year, which is independent from investigators and the sponsor.

	Ethics and dissemination

	Research ethics approval
	24
	Page 21, Ethics approval and consent to participate

	Protocol amendments
	25
	If there are any protocol modifications to relevant study protocol, we will seek research ethics committee/institutional review board approval.

	Consent or assent
	26a
	Who will obtain informed consent or assent from potential trial participants or authorised surrogates, and how (see Item 32)

	
	26b
	N/A

	Confidentiality
	27
	There is a special data manager to collect the data, and the personal information of enrolled participants will be represented by code and saved by administrator in order to protect confidentiality before, during, and after the trial.

	Declaration of interests
	28
	Page 21, Competing interests

	Access to data
	29
	Principal investigator will have access to the final trial dataset.

	Ancillary and post-trial care
	30
	N/A

	Dissemination policy
	31a
	Principal investigators have access to communicate trial results to the public and other relevant groups, including any publication restrictions

	
	31b
	Page 22, Author’s contributions.

	
	31c
	N/A

	Appendices
	
	

	Informed consent materials
	32
	INFORMED CONSENT FORM has been uploaded.

	Biological specimens
	33
	N/A


*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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