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Protecting Participants in Research Projects:

What Do I Need to Do and Why?
Inquiry projects that involve collecting information from or about people require careful planning to ensure that they are conducted ethically.  Colleges, universities, research institutes, and other organizations that sponsor research projects that involve “human subjects” (people who participate in or provide information for academic studies) are accountable to a federal agency, known as the Office of Human Research Protections (OHRP), for the ethical conduct of such research.   [Name] College uses the principles, procedures, and policy guidance provided by the Office of Human Research Protections to guide the ethical conduct of all inquiry projects involving surveys, interviews, observations, tests, or other methods of data collection or analysis.  The purpose of this document is to introduce the key ethical principles and design features that an inquiry project at [Name] College must incorporate in order for the inquiry to proceed.
Three ethical principles gave rise to the current body of federal regulations governing inquiry projects with human subjects.  In brief, they are:

· Respect:  People should be able to make fully-informed and completely voluntary decisions about whether to participate in a study.  They should understand what they will be asked to do, and they should know what will happen to the information that is gathered about them.  They shouldn’t be pressured or bribed to participate.  People who are less able to make informed and voluntary decisions (such as children and adolescents) need special protections.
· Beneficence:  Participants’ well-being should be protected.  Investigators need to anticipate all potential harms to study participants (including hidden harms, or harms that might be more likely for some types of participants than for others) and take steps to eliminate or at least minimize them.  Investigators also need to consider the costs of participation (including the time they are asking participants to commit).  Finally, investigators must maximize the potential benefits of a study, both to the participants and to the broader society.
· Justice:  The costs and benefits of participation in an investigation should be fairly distributed among individuals and groups.  People shouldn’t be asked to participate in a project just because they are readily available to the investigator, or because they might find it difficult to say no.  People also shouldn’t be unfairly excluded from participation.
These ethical principles are applicable to virtually any kind of investigation that involves human participants.  The principles have practical significance for the way you design and carry out your project.  Here are the things you will need to take into account in planning your project; your instructor will examine your project plans to determine the extent to which they address them successfully.
1. Your project must acknowledge the time cost to the participants. Whatever the type of study you are conducting, your participants will be giving you the gift of their time by completing your survey, focus group, interview, or test, and they won’t necessarily reap any kind of reward for doing so.  The ethical principle of beneficence requires investigators to think carefully about the justification for asking people to volunteer their time and energy to assist the investigator.  This is especially true if your project engages participants who are not members of your college community.
2. Your project must not intrude on people’s privacy, even during the process of inviting people to participate in it.  One of the first challenges investigators confront in conducting a study that involves surveys, interviews, or other methods of collecting information from people is finding people who are willing to participate.  The ethical principal of respect requires investigators to respect people’s privacy throughout a project, including the recruitment phase.  Some methods of project recruitment, such as putting up posters or asking the head of an organization to advertise your project to the organization’s members, don’t intrude at all on people’s privacy.  Other methods, such as sending an unsolicited email to the members of an organization you don’t belong to, might (organizational membership lists and addresses are typically not public information, so prospective participants might legitimately wonder how you knew they were members of that organization, how you got their address, and who gave you permission to contact them). 
3. Your project participants need complete and understandable information about what you are asking them to do and why.  The federal regulations about protecting human subjects include specific requirements for the information that an investigator must provide to prospective participants so they can make an informed decision about whether to participate.  The principle of respect suggests that anyone being asked to participate in a research project should be entitled to the same kind of information, such as the purpose of the project, who is conducting it, who is supervising it, what method you’ll use to collect the data, how long it will take, whether there are any risks to their participation, etc.  (Arguably this is as much a matter of courtesy as ethics!)  People are also entitled to information they can understand; the information should be clear, jargon-free, and for some populations, translated into another language.  If people can’t understand the information you provide, they can’t really make an informed decision about whether or not to participate.
4. Your project participants should know what will happen to the information you gather from them, and whether others will be able to recognize them in the reports you prepare.  Participants are the “owners” of the information they share with you, and the principle of respect means that they should know, and agree to, the methods and audiences for dissemination.  Participants should not stumble across a report posted on the college website, or see a poster in the campus commons, that has personal and identifiable information about them that they didn’t know would be publicized.  In addition, they should be assured that roommates or office co-workers won’t see interview transcripts or identifiable survey responses lying around or left up on a computer screen. Investigators need to tell participants in advance how results will be shared and with whom, whether their personal information will be recognizable and identifiable, and how their information will be protected during and after the study.
5. Your project participants should not be exposed to unnecessary risk.  There are many kinds of risks that might be posed by participation in a research study, some of which may not be immediately obvious or may depend on the group you are studying.  For example, a series of questions about family life that would appear innocuous to most people might be distressing for survivors of physical or sexual abuse.  The principle of beneficence requires that investigators minimize the risks and maximize the benefits of a research project.  Investigators need a thorough understanding of what the potential risks are – psychological, legal/social, and physical – in order to accurately identify and minimize them.  In addition, in order to balance potential risks with potential benefits, a project that carries greater risk than what people would experience in ordinary daily life must be a formal “research with human subjects” project that (in the language of the applicable federal regulations) “is designed to develop or contribute to generalizable knowledge.” Such projects must be reviewed and approved by an Institutional Review Board before investigators can begin contacting prospective subjects.  The ethics training you will complete is necessary so you can (1) accurately identify any potential risks of your project, and (2) if necessary, change your project, either to reduce the risks so they are no more than those experienced in daily life, or to increase the benefits by making the project a rigorous and potentially-publishable study that requires prior review and approval by the St. Olaf IRB. 
6.
If your project involves the study of people under the age of 18, people who are educationally or economically disadvantaged, or people in hospitals, prisons, or nursing homes, special protections and procedures are required.  The principles of respect and beneficence come into play for certain types of “vulnerable populations” such as these.  The federal regulations use the term “vulnerable” to indicate that under some circumstances, a person asked to participate in a research project might be vulnerable to coercion or undue pressure, or unable to evaluate accurately the risks and benefits of participation in the project.  Investigators must take special measures to respect the rights and well-being of “vulnerable subjects.”  For example, investigators need to secure the informed consent of a parent or guardian to allow children or underage adolescents to participate in a project.  A study of nursing home residents may require screening by staff so that only residents who can make a fully-informed decision to participate are invited to do so.  Training in human subjects protection can help investigators identify these special populations and take appropriate steps to protect their rights and well-being.
7.
Your project procedures must be appropriate to your participants’ cultural and community context.  The principles of both beneficence and justice require investigators to consider carefully the ways in which a participant’s culture or community might affect their experience in your project.  You may need to adapt the way you recruit participants, the questions you ask, or the way you secure their informed consent.  For example, answering questions about membership in political organizations might be harmless in one country but be potentially dangerous for participants in another country.  In some communities, even talking with outsiders could compromise a person’s reputation or social standing.  Some cultures require community authorities or family leaders to consent to the participation of community members in a project.  It is particularly important to consider the context in projects conducted outside the US, where legal requirements or social norms about research ethics may be very different than laws and norms within the US.  However, projects in the US that involve immigrants or other diverse communities may also require specialized knowledge of cultural context.  Investigators who undertake such projects incur special obligation to understand the local context and the social and ethical norms that must be respected.
8. You are representing your college in conducting an investigation that involves human subjects, and your practices must reflect the college’s mission and commitments.  The principles and practices described above are wholly consistent with the larger mission and vision of [Name] College as an educational institution.  Training in research ethics will help you to realize these aspirations in the very practical domain of designing and conducting a project with human subjects.
9. You may need knowledge of research ethics in a future graduate school or professional project.  Many students go on to graduate programs or professional positions that engage them in gathering information from people through surveys, interviews, focus groups, tests, or other methods of data collection.  Your understanding of the basic principles of ethical research will prepare you for more sophisticated projects that carry greater ethical responsibility and that may require more complex procedures for prior review and approval.
Even if you are not conducting clinical studies, publishable social scientific research, or potentially-risky testing, your project with human subjects must reflect the larger ethical principles of respect, beneficence, and justice.  The practical significance of these principles goes far beyond the information in this brief document, which simply introduces some of the most common issues in project design. Careful project design and consultation with your faculty supervisor will help you take practical steps to avoid harming (even unintentionally) the rights and well-being of people who participate in your project; consequently, you will conduct your project with greater integrity.  Equally important, you will be a more informed and capable investigator, and you may structure your project in ways that actually strengthen the quality of the information you gather.

