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

Section/item Item Description
No

Addressed on
page number

Administrative information
Title 1 Descriptive title identifying the study design, population, interventions, and, if applicable, trial acronym
Trial registration 2a Trial identifier and registry name. If not yet registered, name of intended registry

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

Protocol version 3 Date and version identifier
Funding 4 Sources and types of financial, material, and other support
Roles and 5a Names, affiliations, and roles of protocol contributors
responsibilities . . :
5b Name and contact information for the trial sponsor
5c Role of study sponsor and funders, if any, in study design; collection, management, analysis, and

interpretation of data; writing of the report; and the decision to submit the report for publication, including
whether they will have ultimate authority over any of these activities

5d Composition, roles, and responsibilities of the coordinating centre, steering committee, endpoint
adjudication committee, data management team, and other individuals or groups overseeing the trial, if
applicable (see Item 21a for data monitoring committee)

1
3
See supplementary
N/A
22
1

See corresponding
author

22

N/A












Consent or assent  26a Who will obtain informed consent or assent from potential trial participants or authorised surrogates, and 20-21
how (see Item 32)

26b  Additional consent provisions for collection and use of participant data and biological specimens in 13-14
ancillary studies, if applicable

Confidentiality 27 How personal information about potential and enrolled participants will be collected, shared, and 20-21
maintained in order to protect confidentiality before, during, and after the trial

Declaration of 28 Financial and other competing interests for principal investigators for the overall trial and each study site 22
interests
Access to data 29 Statement of who will have access to the final trial dataset, and disclosure of contractual agreements that 21

limit such access for investigators

Ancillary and post- 30 Provisions, if any, for ancillary and post-trial care, and for compensation to those who suffer harm from trial N/A
trial care participation
Dissemination policy 31a Plans for investigators and sponsor to communicate trial results to participants, healthcare professionals, 21-22

the public, and other relevant groups (eg, via publication, reporting in results databases, or other data
sharing arrangements), including any publication restrictions

31b  Authorship eligibility guidelines and any intended use of professional writers 22

31c Plans, if any, for granting public access to the full protocol, participant-level dataset, and statistical code N/A
Appendices
Informed consent 32 Model consent form and other related documentation given to participants and authorised surrogates Supplementary
materials
Biological 33 Plans for collection, laboratory evaluation, and storage of biological specimens for genetic or molecular N/A
specimens analysis in the current trial and for future use in ancillary studies, if applicable

*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.




