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Experiments with Humans

Informed consent and patient details

Studies on patients or volunteers require ethics committee approval and informed consent, which must be documented in the submission. If the work involves the use of human subjects, the author(s) should ensure that the work described has been carried out in accordance with The Code of Ethics of the World Medical Association (Declaration of Helsinki) for experiments involving humans. The manuscript should be in line with the Recommendations for the Conduct, Reporting, Editing and Publication of Scholarly Work in Medical Journals and aim for the inclusion of representative human populations (sex, age and ethnicity) as per those recommendations. The terms sex and gender should be used correctly.

Written consents must be retained by the author, but copies should NOT be provided to the journal as part of the submission. Only if specifically requested by the journal, in exceptional circumstances (for example if a legal issue arises), the author must provide copies of the consents or evidence that such consents have been obtained. For more information, please review the Elsevier Policy on the Use of Images or Personal Information of Patients or other Individuals.


(1) __ Our study DID NOT use any human patient samples or specimens.

(2) __ Our study used patient specimens/samples, but IS NOT considered Human Subject Research* because:

a. __ it uses anonymized patient samples that were not obtained specifically for use in this study through an interaction or intervention with living individuals; AND investigator(s) cannot readily ascertain the identity of the individual(s) to whom the coded specimens pertain because, for example, there are agreements, IRB-approved policies and procedures, or legal requirements in place that prohibit the release of the key to the code to the investigators under any circumstances until the individuals are deceased.
OR

b. __ it uses fully anonymized patient samples that were not obtained specifically for use in this study through an interaction or intervention with living individuals.



If you checked (2a) above

__ The authors confirm that they have made the statement below (or similar) in the Methods section: 

“As only anonymized patient samples were used, which were not obtained through investigator intervention or interaction with the individuals, and the investigators cannot readily ascertain the identity of the individual(s) to whom the coded specimens pertain because there are [pick one or more of the following – do not include this bold text in your statement] agreements, IRB-approved policies and procedures, and/or legal requirements in place that prohibit the release of the key to the code to the investigators under any circumstances until the individuals are deceased, this research did not involve human subjects, hence, neither informed consent nor IRB review were required.” 

If you checked (2b) above

__ The authors confirm that they have made the statement below (or similar) in the Methods section:  

“As only fully anonymized patient samples were used that were not obtained specifically for use in this study through an interaction or intervention with living individuals, neither informed consent nor IRB review were required.” 

(3) __ Our study used patient specimens/samples and IS considered Human Subject Research.

a. __ The authors confirm the work described has been carried out in accordance with The Code of Ethics of the World Medical Association (Declaration of Helsinki) for experiments involving humans.

b. Authors must follow either path 3.b.i OR 3.b.ii below AND use text provided between quotes below as a template to make relevant statements in the Methods section of the manuscript: 
i. __ "Institutional Review Board (IRB)/ Ethics Committee approval was obtained from [fill-in institute]." 

OR

ii. __ "Institutional Review Board (IRB)/Ethics Committee from [fill-in institute] ruled that approval was not required for this study". 
1. __ If the institution's IRB deems the specific actions taken within the study to not require approval, the Authors have provided an exemption letter from the IRB, or a public URL that reiterates the policy that approval is not needed for the specific actions taken in the study.

c. __ The authors confirm that proper Approvals (i.e., consents, permissions and/or releases) have been collected or received, if required.
i. __ The authors confirm that they have copies of these Approvals, and that these copies will be retained by the author for provision to the journal on request.

d. __ The authors confirm that the research conforms to all ethical requirements in effect in the jurisdiction in which the research was conducted.

e. __ The authors confirm that privacy rights of human subjects has been maintained.

Experiments with Animals

All animal experiments should comply with the ARRIVE guidelines and should be carried out in accordance with the U.K. Animals (Scientific Procedures) Act, 1986 and associated guidelines, EU Directive 2010/63/EU for animal experiments, or the National Research Council's Guide for the Care and Use of Laboratory Animals and the authors should clearly indicate in the manuscript that such guidelines have been followed. The sex of animals must be indicated, and where appropriate, the influence (or association) of sex on the results of the study.

(4) __ This submission DOES NOT include studies on animals.

(5) __ This submission DOES include studies on animals.
a. __ Authors state in manuscript that guidelines listed above have been followed.
b. __ Authors indicate the sex of animals, and where appropriate, the influence (or association) of sex on the results of the study.
* https://www.hhs.gov/ohrp/regulations-and-policy/decision-charts-2018/index.html
* https://www.hhs.gov/ohrp/sachrp-committee/recommendations/attachment-c-faqs-recommendations-and-glossary-informed-consent-and-research-use-of-biospecimens-and-associated-data/index.html (para 4)
