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Institutional Review Board

Informed Consent Guidelines

Prior to conducting research with human participants (except when the research involves only anonymous surveys, naturalistic observations, or similar procedures), researchers enter into a social contract with participants, clarifying the nature of the research and what participants can expect to experience during the course of the study.  Participants are informed of all features of the research that might influence their decision to participate.  Researchers are to respect participant decisions to decline or discontinue participating in the research at any time for any reason and without penalty.  Where possible, researchers make reference to participants’ rights along these lines in their consent forms.

Under certain circumstance, the IRB may approve a waiver of informed consent. A waiver of informed consent could: (1) alter some or all of the required elements of informed consent or (2) completely waive the requirement to obtain informed consent. The IRB may approve a consent procedure which does not include or alters some or all of the required elements of informed consent provided all of the following are true: 

1. The research involves no more than minimal risk;
2. The waiver or alteration will not adversely affect the rights and welfare of the participants;
3. The research could not practically be carried out without the waiver or alteration; and
4. Whenever appropriate, the participants will be provided with additional pertinent information after participation.  
Under certain circumstances, the IRB may also approve a waiver of documentation of informed consent. A waiver of documentation of informed consent is a request whereby a signed informed consent document is not required. Examples include implied and verbal consent. Consent will still be obtained from participants; however, they will not be required to sign the consent form. There are only two circumstances when the IRB may waive the requirement to obtain a signed consent form:

· The only record linking the participant and the research would be the consent document AND the principal risk would be potential harm resulting from a breach of confidentiality. Each participant will be asked whether the participant wants documentation linking the participant with the research, and the participant's wishes will govern; OR

· The research presents no more than minimal risk of harm to participants AND involves no procedure for which written consent is normally required outside of the research context (for example, no risk surveys or interviews).

Online surveys: If data for low-risk studies involving participants over the age of 18 are collected using online surveys, implied consent often occurs electronically. In this case, it is acceptable for participants to be instructed to click “I agree” or “I disagree” to give their consent to participate in the study before beginning the survey. However, a copy of this informed consent document should still be provided as the online survey’s first page.

The IRB will take into consideration the risks and potential harms involved in the research and consent process before granting a waiver of documentation of informed consent. However, if informed consent is not required by the IRB, it is still the researchers’ responsibility to protect human participants’ rights and welfare at all times, including their right to have enough information about the study to make an informed decision as to whether or not they want to participate. 
Except under the conditions above, researchers are required to obtain written informed consent from all adult participants.  Investigators are required to provide potential adult participants with sufficient information and opportunity to consider that information.  Every written consent form should obtain a statement of participant rights.  

Basic elements of consent forms are summarized below:

1.  
Introduction: This should include an invitation to the participant to participate, a statement that the study involves research, how the participant was selected, and who is conducting the study. The name and department of the faculty advisor should also be listed if the investigator is a student.  

2.
Background: This should include the purpose of the study, relevant research questions, and brief background information on research that has been done in the area.  All research terms should be well defined, the key elements of the research process indicated, and any experimental drugs or devices explained (if applicable).  

3.
Duration: Participants should be informed of the estimated time commitment for each component or procedure as well as the total amount of time the participant should expect to be involved in the study. 
4. Procedures: Explain tasks and procedures from the participant’s point of view.  What will he or she be expected to do?  Where will the data collection and/or procedures take place? Be sure to explain how groups will be assigned (if applicable) and for survey research, indicate that not all questions have to be answered.  Be sure all procedures are explained and terms defined at an eighth-grade level.
Online surveys: If data collection will occur through the use of an online survey, explain how the survey will be set up so that questions can be skipped (or that participants maintain the right to not respond to certain questions by selecting an “I choose not to answer” response).

5. Risk/Benefits: In simple, non-scientific language, describe any reasonably foreseeable risks or discomforts, including emotional risks, social or economic risks, legal risks, or physical risks. If there are no known risks, state that none are anticipated. Describe the probable benefits of participation in the research. Be sure to distinguish between a likely direct benefit (e.g., from therapeutic or intervention research) and a possible indirect benefit (e.g., talking about/reflecting on an experience may lead to a better understanding of oneself). If there are no direct benefits to the participant, indicate that there are none. Describe the expected benefits to society or scientific knowledge: e.g., “…information from this study may benefit other people now or in the future…” or “…we hope to learn more about _______ …”

Note: Compensation, financial incentives, learning about how experiments are conducted, receiving a gift, or earning credit (e.g., via Sona System) for being a research participant are not benefits and should not be listed here. These should instead be listed under Section 8.
6.
Confidentiality:  Explain briefly how you will protect the participant’s privacy and/or confidentiality, as well as any limitations to confidentiality. 

· De-identification of data: 

· If you will de-identify data with identifiers, or keep identifying information separate from research data (e.g., signed consent forms will be kept separate from the survey data and that the two will not be connected; lists that link a participant’s identifying information with a participant ID number will be kept separate from research data), state this here

· Or, if you plan to keep identifying information with the data, state and justify this here

· Or, if you are not planning to collect any identifying information at all (as in anonymous surveys), state this here 

· Physical security of data / research files

· Who will have access to identifying information

· How will sensitive data be kept secure in an electronic environment

Explain how long data will be retained and what will be done with the research data upon completion of the research (e.g., kept indefinitely, archived after transcription, destroyed after X years; Note: research records must be maintained a minimum of three years after the research is completed and the study closed with the IRB).

Online surveys: If data collection will occur through the use of an online survey, special attention must be paid to how a participant’s data will be secured. This entails having a familiarity with: the survey software being used, the types of information being collected (IP address, email address), the options the survey software provides regarding what information to collect, the ways in which information will be stored, and how any identifying information will be de-linked from survey data, etc. All investigators using online surveys must ensure that personally identifiable information (PII) is not collected with survey responses. 

Qualtrics

If you are using Qualtrics as your survey tool, please note that by default, the Anonymous Link collects the user’s IP address, which is considered PII: https://www.qualtrics.com/support/survey-platform/distributions-module/web-distribution/anonymous-link/.

You must enable the setting “Anonymize Response” in order to remove the respondents’ IP address and location data from your results. Instructions can be found here: https://www.qualtrics.com/support/survey-platform/survey-module/survey-options/survey-termination/#AnonymizingResponses.

Also by default, there is no limit to how many times a respondent can use the Anonymous Link. If you want to prevent multiple responses from the same respondent, you must enable the setting “Prevent Ballot Box Stuffing.” Instructions can be found here: https://www.qualtrics.com/support/survey-platform/survey-module/survey-options/survey-protection/.

If IP addresses are necessary to the research, include in the informed consent that you will be recording this information. 

Do not make guarantees of confidentiality or anonymity. Online transmissions do have the potential for security breaches. Researchers who use online surveys should explain to participants that e-mail and the Internet are not 100% secure and that all reasonable measures have been taken to protect their identity and responses (e.g., SSL encryption, which is the best security available and the same that is used by financial institutions, will be used, IP addresses will not be collected). 

Researchers should also encourage participants to clear the cache and browser history to protect their privacy after completing the online survey. 

Researchers should explain to participants how the data will be stored (e.g., in a password protected database).

7. Photography & Audio/Video Recording: If you plan to take photographs, and/or if audio and/or video recording devices will be used, explain why the photographs and/or recordings are needed for the research and what will be done with them upon completion of the research (e.g., kept indefinitely, archived after transcription, destroyed after X years; Note: research records must be maintained a minimum of three years after the research is completed and the study closed with the IRB). If you plan to take photographs, and/or if audio and/or video recording devices will be used, you will also need to obtain a photo / video release form (found at www.skidmore.edu/irb/forms.php). 

8. Compensation: Indicate whether the participant will receive compensation or payment or credit (e.g., via Sona System) for being in the study. If participants will not receive any compensation, state that there is no payment or course credit for taking part in the study.
9. Voluntary Nature of the Study: Specify that the decision to participate is entirely voluntary. Specify that participant may refuse to participate before the study begins, discontinue at any time, or skip any questions and/or procedures that may cause discomfort, with no penalty to the participant, no effect on the compensation earned (if any) before withdrawing, and no effect on the participant’s academic standing, record, and/or current or future relationship with Skidmore College or any of its representatives.  
Online surveys: If using an online survey, it should be designed to allow participants to withdraw from the study at any time. Online surveys also should be set up so that questions can be skipped (or that participants maintain the right to not respond to certain questions by selecting an “I choose not to answer” response). At the end of the survey, participants should be offered the choice to submit their responses or not. If they choose not to submit their responses, the online survey should be set up so that those responses are not saved to the server.
10. If You Are Injured by This Research: Include a statement regarding the availability of treatment and care for any injuries resulting from the research, and that care will be billed to either the participant or the participant’s insurance company. 
11. Contacts and Questions: An explanation of whom to contact for answers to relevant questions about the research and/or participants’ rights, and whom to contact in the event of an injury related to the research.

12. Statement of Consent: Provide both a name and signature line for the participant and the person who is consenting the participant.  Provide a signature line for the parent or guardian if the participant is under the age of 18. Give the participant a copy of the signed consent form.
Online surveys: If data for low-risk studies involving participants over the age of 18 are collected using online surveys, implied consent often occurs electronically. In this case, it is acceptable for participants to be instructed to click “I agree” or “I disagree” to give their consent to participate in the study before beginning the survey. However, a copy of this informed consent document should still be provided as the online survey’s first page.

