
Learning Activity 2: What is (Informed) Consent?
This learning activity is designed to help students better understand what does (and does not) constitute informed consent. You can present this activity during class or assign it as homework for credit. The first part (A) provides background information that you can disseminate to students before they complete this activity. The second part (B) provides a copy of the learning activity. The final part (C) includes an answer key for instructors. Note that this activity was created using information provided by the U.S. Department of Health & Human Service’s Informed Consent FAQs, which you can access here: https://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/informed-consent/index.html 
[bookmark: _GoBack]PART A: Relevant Background Information 
What is Informed Consent? 
Federal regulations require researchers to inform participants about the study and obtain their consent before conducting research with human subjects. Researchers must provide sufficient information to enable prospective participants to make an informed decision about volunteering for a study.

Basic Components of Informed Consent
According to HHS regulations (45 CFR 46.116(a)), the following information must be conveyed to each prospective participant: 
· A statement that the study involves research with human subjects and an explanation of the study’s purpose. 
·  Information about the duration of the subject’s participation, the procedures to be followed, and whether any procedures are experimental in nature.
· A description of any reasonably foreseeable risks or discomforts to the participant.
· A clear description of the benefits expected from the research to the subject and/or others.
· A disclosure of alternative procedures or treatments that may benefit the participant.
· A statement outlining the extent of confidentiality measures for records identifying the subject.
· For projects involving more than minimal risk, an explanation regarding the availability of compensation and medical treatments in case of injury. 
· Contact information for key research personnel, the IRB chair, the Institutional Official for Research Compliance, and other relevant resources. 
· A statement outlining the voluntary nature of participation in the study. 
· A statement ensuring that participants are under no obligation to participate, and refusal to do so will not result in any penalty or loss of benefits that participants are otherwise entitled to.
· A statement ensuring that participants can discontinue participation at any time during the study.
Incomplete Disclosure and Deception 
A small number of studies may require incomplete disclosure or deception of participants. Incomplete disclosure occurs when information about the real purpose of the research is withheld from participants, while deception refers to providing false information to them. Incomplete disclosure and deception are NOT allowed in prospective research projects involving greater than minimal risk. Incomplete disclosure and deception may be allowed in research only if it is absolutely necessary for the study and does not increase the risks beyond what the participants would have agreed to if they were well-informed about all aspects of the research from the beginning. In these instances, a debriefing statement is required, where participants are informed about the incomplete disclosure/deception. The debriefing statement should include…
· Information about the true purpose of the study.
· Description of the research.
· How incomplete disclosure/deception was used.
· Why incomplete disclosure/deception was used.
· How results will be evaluated.
· Information regarding confidentiality.
· Contact information for the principal investigator, key research personnel, the institutional compliance officer, the chair of Lyon College’s IRB, and other relevant resources.
Other Considerations 
Informed consent is a crucial part of all research studies with human participants. Before a person participates in a study, they are usually provided with a document (printed or digital) explaining the details of the study and what is expected of them. In the state of Arkansas, electronic signatures are permitted and legally recognized (see 2020 Arkansas Code § 25-32-107). Depending on the study format, the Principal Investigator (or other relevant research personnel) may also verbally explain the informed consent process while providing the written form to ensure the participant fully understands their rights. Consent forms should be provided in language that is understandable and culturally sensitive to those being asked to participate. Note that there are no specifications regarding how far in advance informed consent can be received by a prospective participant, as long as informed consent is obtained before their participation. Obtaining a signed and dated consent form is recommended but not required for study participation. 


PART B: Thought Questions
Below, you will find a series of thought questions about obtaining informed consent for research involving human subjects. Using the information above, answer the following questions while carefully considering the ethical dilemmas and obstacles associated with each scenario: 
1. What should research personnel do in situations where a prospective participant does not speak and/or read English? Is it still possible to obtain informed consent? 
2. Do you think informed consent required for research activities carried out with participants in need of emergency interventions? Is it possible to obtain informed consent in emergency situations? 
3. If a student participates in a study to gain research experience participation (REP) credits, do you think research personnel should be able to penalize them by reducing their credits if they fail to show up for their appointment or don't obtain the required amount of REP credits?
4. Do you think it is possible to obtain informed consent if participants are recruited from a vulnerable population (such as pregnant individuals, prisoners, and children under the age of 18)? 
5. Do you think it is possible to obtain informed consent if participants have cognitive and/or physical disabilities? 



PART C: Answers / Guidance from the HHS 
See the following web pages for additional information about each question:
1. https://www.hhs.gov/ohrp/regulations-and-policy/guidance/obtaining-and-documenting-infomed-consent-non-english-speakers/index.html
2. https://www.hhs.gov/ohrp/regulations-and-policy/guidance/emergency-research-informed-consent-requirements/index.html 
3. https://www.hhs.gov/ohrp/regulations-and-policy/guidance/january-08-2010-student-subject-pools-and-use-of-penalties/index.html
4. Multiple links: 
a. https://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/prisoner-research/index.html#:~:text=Yes%2C%20so%20long%20as%20the,or%20alteration%20of%20informed%20consent.
b. https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/common-rule-subpart-b/index.html
c. https://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/children-research/index.html#:~:text=In%20general%2C%20one%20or%20both,express%20their%20willingness%20to%20participate.
5. https://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/informed-consent/index.html#:~:text=As%20a%20general%20matter%2C%20if,for%20participation%20in%20the%20research%2C 
