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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
	Description

	Administrative information

	Title
	1
	Role of oxidative stress and IL-17 induced inflammatory cytokines in thyroid carcinoma with Hashimoto's thyroiditis

	Trial registration
	2a
	N/A

	
	2b
	All items from the World Health Organization Trial Registration Data Set

	Protocol version
	3
	N/A

	Funding
	4
	Hebei Province Medical Science Mandatory Research Project (No. : 20210089)

	Roles and responsibilities
	5a
	Chenhao Xing ,Hebei North University, Zhang Jiakou  Hebei province, China.

Yamin Lu Guangxia Liu Fang Chen Zhan Hou Yiwen Zhang Department of Nuclear Medicine of Hebei General Hospital, Shijiazhuang China.

	
	5b
	Yamin Lu Emai:xyluyamin@163.com.

	
	5c
	Yamin Lu:Designed the experiments. Data collection, article writing, operation and data processing. Review article and revise article.

they will have ultimate authority over any of these activities.

	
	5d
	N/A

	Introduction
	
	

	Background and rationale
	6a
	To investigate the expression changes and mechanism of oxidative stress and IL-17 induced inflammatory factors in thyroid cancer with Hashimoto's thyroiditis.

	
	6b
	N/A

	Objectives
	7
	N/A

	Trial design
	8
	 trial design including type of trial ：parallel group

This study provides a certain theoretical basis for the future treatment of PTC+HT at the clinical level.

	Methods: Participants, interventions, and outcomes

	Study setting
	9
	 study settings: academic hospital. Department of Nuclear Medicine of Hebei General Hospital, Shijiazhuang China.The author can provide it if needed

	Eligibility criteria
	10
	Exclusion criteria: previous history of thyroid surgery, disease history and thyroid drug therapy, other acute and chronic inflammatory diseases, hepatic and renal insufficiency, severe respiratory diseases, radiation therapy and chemotherapy for tumors, serious cardiovascular diseases, pregnancy or lactation, serious mental illness and infectious diseases. 

N/A

	Interventions
	11a
	N/A

	
	11b
	N/A

	
	11c
	N/A

	
	11d
	N/A

	Outcomes
	12
	N/A

	Participant timeline
	13
	Time schedule of enrolment, interventions (including any run-ins and washouts), assessments, and visits for participants. A schematic diagram is highly recommended (see Figure)

	Sample size
	14
	The minimum sample size of each group was calculated by statistical method, and the sample size of each group was ensured to exceed the minimum sample size

	Recruitment
	15
	N/A

	Methods: Assignment of interventions (for controlled trials)

	Allocation:
	
	

	Sequence generation
	16a
	N/A

	Allocation concealment mechanism
	16b
	N/A

	Implementation
	16c
	Chenhao Xing Yamin Lu Guangxia Liu Fang Chen Zhan Hou Yiwen Zhang  enroled  participants, and  will assign participants to interventions

	Blinding (masking)
	17a
	N/A

	
	17b
	N/A

	Methods: Data collection, management, and analysis

	Data collection methods
	18a
	Methods Blood samples were collected from fasting venous blood of all participants in the morning, and lipid, blood glucose, SOD and other indexes were measured by biochemical analyzer.Thyroid hormones and their antibodies were detected by Roche's cobase602 electroluminescence analyzer. IL-1β, NO and eNOS were detected by ELISA.The levels of serum cytokines IL-6 and IL-17A were detected by flow cytometry (using flow liquid multiple protein quantification technology (CBA), BD Company, USA) according to the instructions.

	
	18b
	N/A

	Data management
	19
	 double data entry; range checks for data values

	Statistical methods
	20a
	Statistical Methods SPSS 25.0 software was used for statistical analysis.The measurement data were represented by mean ± standard deviation (x±s), and the normal distribution of variables in each group was tested. One-way analysis of variance was used for comparison between groups.The non-conforming distribution was expressed as the median and quartile distance [M(Q1,Q3)], and the Kruskal-Wallis H test was used for the non-parametric comparison of multiple independent samples. Pearson correlation analysis was used for correlation analysis among variables, and Spearman correlation analysis was used for non-parameters.Multivariate Logistic regression model was used to analyze the influencing factors. P < 0.05 was considered statistically significant.

	
	20b
	N/A

	
	20c
	N/A

	Methods: Monitoring

	Data monitoring
	21a
	N/A

	
	21b
	N/A

	Harms
	22
	N/A

	Auditing
	23
	N/A

	Ethics and dissemination

	Research ethics approval
	24
	This study was approved by the Ethics Committee, and all subjects signed informed consent (Ethics No. : 2020 Scientific Research Review No. 204).

	Protocol amendments
	25
	N/A

	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
	The patient's name and other basic information will not be disclosed

	Declaration of interests
	28
	The authors declare that there are no conflicts of interest regarding the publication of this article

	Access to data
	29
	N/A

	Ancillary and post-trial care
	30
	N/A

	Dissemination policy
	31a
	N/A

	
	31b
	N/A

	
	31c
	N/A

	Appendices
	
	

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

	Biological specimens
	33
	Plans for collection, laboratory evaluation, and storage of biological specimens for genetic or molecular analysis in the current trial and for future use in ancillary studies


*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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