Obtaining valid informed consent
Obtaining valid informed consent is one of the major tenets of human subjects research. Please see the XYZ HRPP Policy on Informed Consent for specific requirements. Additional guidance on some topics is provided below.
Beginning July 19, 2018, informed consent documents for federally-funded research must begin with a concise and focused presentation which provides the key information most likely to assist a prospective subject in understanding why they may or may not want to participate in the study. See below for more information.
Elements of Informed Consent
For all research requiring informed consent, including verbal consent, the following elements must be presented to subjects and be included in the informed consent document or study information sheet. The informed consent document template provides a guideline for language which might be acceptable; however, language should be customized carefully for your study. Sections which are starred (*) require use of the mandatory language provided in the informed consent document template, unless otherwise approved by the IRB and Human Subjects Office.
· Statement that the study involves research, explanation of the purposes of the research and the expected duration of participation, description of the procedures, and identification of any procedures which are experimental
· Description of reasonably foreseeable risks or discomforts
· Description of any benefits that may be reasonably expected
· Disclosure of appropriate alternative procedures or courses of treatment, if any
· Statement describing the extent to which confidentiality of records identifying the subject will be maintained
· For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs*
· Explanation of whom to contact for questions about the research and research subjects' rights, and in the event of a research-related injury*
· Statement that participation is voluntary, refusal to participate will not result in penalty or loss of benefits, and subjects may withdraw without penalty
· Statement that identifiers might be removed and deidentified information/biospecimens used for future research studies or distributed to another investigator for future research studies without additional consent OR statement that subject's information/biospecimens will not be used or distributed for future research
The following elements must be included, when applicable. Please note that additional elements may be required for research subject to ABC-123 regulations – see the XYZ HRPP Policy on Informed Consent.
· Statement that treatment may involve risks to the subject or fetus that are currently unforeseeable
· Anticipated circumstances in which subjects' participation may be terminated
· Statement describing details and conditions of payment, if any
· Any additional costs to the subjects
· Consequences of the subject's decision to withdraw
· Statement that significant new findings that may relate to the subject's willingness to participate will be provided
· For greater than minimal risk research, approximate number of subjects involved in the study
· Statement that the subject's biospecimens may be used for commercial profit and whether the subject will/will not share in those profits
· For federally-funded and XYZ research, statement regarding whether clinically relevant research results will be disclosed to subjects and, if so, under what conditions
· For research involving biospecimens, whether the research will involve whole genome sequencing
The following elements should be included, when applicable. You must use the mandatory language provided in the informed consent statement template for these sections, unless otherwise approved by the IRB and Human Subjects Office.
· ClinicalTrials.gov (21 CFR 50.25[c])
· Certificate of Confidentiality, if NIH-funded or a Certificate has been granted
· Genetic Information Nondiscrimination Act (GINA) notification
· Financial interest disclosure, if an investigator on the protocol has a related financial interest
· [bookmark: _GoBack]Radiation risk language, if radiation/radioactive materials are used for research purposes (Required language will be provided by Radiation Safety Office as part of review)
In addition to the above elements, the following information should be provided to subjects as appropriate:
· Statement that subjects may be contacted in the future for additional information regarding the particular research study, and an opt-in option to agree to the future contact.
· For genetic studies, if family contact is requested, the subject must specifically agree to the contact and all family members must provide individual consent.


Concise Presentation
The revised Common Rule (effective 2019) requires that the consent begin with a concise and focused presentation of key information that participants need to make a decision, and which explains why a potential subject might or might not want to participate.
The goal of this concise presentation is to provide a high-level summary of the research first, so potential participants can more easily understand the research and the consequences of participation, both positive and negative. The requirement applies to the informed consent process, meaning that researchers should begin the consent conversation with the concise presentation.
For studies with an informed consent document or study information sheet, a written concise summary should be added to the beginning of the informed consent document. The summary does not replace the usually-required consent document, but is an addition to the already-required elements of consent.
When the concise presentation is needed
The concise presentation is required for all federally-funded and XYZ research, unless the IRB can determine that the consent form is concise enough already. If the consent form is already short and concise, adding summary pages only serves to make the consent document longer and doesn’t provide value to human subjects. The IRB will consider whether the consent document is concise as written on a case-by-case basis. If you are unsure whether your consent can be considered concise as written, contact the HSO.
What information to include
The concise presentation is a high-level summary of the key information that potential participants need to make a decision. The key information may be different for every study, so it’s important to think carefully about your study, then write a custom concise presentation which addresses that information. Feel free to be creative with format and language, and consider including non-text elements like pictures or icons to describe your study.
Generally, the concise presentation should include:
· Statement that the project is research and that participation is voluntary
· Summary of purpose, duration, procedures, risks, discomforts, and benefits
· Other key information as appropriate, such as summary of cost and payment information or alternatives to participation in the research (especially for treatment studies)
Since the concise presentation is an addition to the consent document, it should only include a summary of this information, and participants can see the relevant section of the consent document for additional details. If all information relevant to a particular topic is included in the concise presentation, it should not be repeated elsewhere.

