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[bookmark: Top]Institutional Review Board for Protection of Human Subjects
Office of Research and Economic Development 
University of Wyoming

RECOMMENDED LANGUAGE FOR INFORMED CONSENT FORMS
1. Contact number for UW IRB
2. Language for cover letters in exempt research 
3. Research involving focus groups
4. Research involving exercise training and/or exercise stress testing
5. Research involving blood samples
6. Research involving blood, tissue, or body fluid for possible genetic research
7. Research that involves physical risk 
8. Research that involves a risk to a fetus
9. Research that involves drugs
10. Research that involves psychological risk
11. Research that involves sensitive topics
12. Research that involves deception
13. Research that involves audio or video recordings
14. Research that involves monetary or other compensation

[bookmark: Contact]Contact number for UW IRB
Required statement for ALL consent forms explaining whom to contact about research subjects' rights:  “If you have questions about your rights as a research subject, please contact the University of Wyoming IRB Administrator at 307-766-5320.”
Return to top

[bookmark: Coverletters]Language for cover letters in exempt research
Cover letters, rather than consent forms, may be used for some categories of exempt minimal-risk research with adults such as survey or questionnaire research on non-sensitive topics.  The cover letter should state the purpose of the survey, the expected number of respondents, a description of the topic of the survey, the content of the questions on the survey, a description of any reasonably foreseeable risks, a statement about confidentiality or anonymity, and a statement about how the participant may obtain additional information about the study. The cover letter should also state both the following:
1.  “Participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which you are otherwise entitled, and you may discontinue participation at any time.” 
2. “Completing and submitting this survey instrument indicates your implied consent.”
Return to top
[bookmark: Focusgroups]Research involving focus groups
If the research proposal includes the use of a focus group (or some similar method), confidentiality cannot be guaranteed.  The following language should be included in the informed consent form if focus groups are being utilized: “Although measures have been implemented by the researchers to ensure participant confidentiality, the researchers cannot guarantee what the other individuals in the focus group may do following the meeting.”
Return to top

[bookmark: Exercisetraining]Research involving exercise training and/or exercise stress testing
The following risk statements relate to participating in exercise (training or testing at any level submaximal or maximal), and the research appropriate risk statements must be included in the IRB research application and communicated to subjects in the risk section of the informed consent.  The PI should include the risk statement(s) that are appropriate to the research being conducted.  For example, studies including exercise testing but not exercise training should include the risk statement specific to exercise testing and studies including both exercise training and exercise testing should include the risk statements for both.  Risk statement (1) is required in all applications and informed consents involving exercise.

1. Required statement:  “Participation in any physical activity or exercise has risk.  These risks include but are not limited to, pain, fainting, dizziness, fatigue, nausea, shortness of breath, chest pain or angina, swelling, bruising, muscle/bone/joint soreness, joint damage, bone fracture, ligament/tendon/connective tissue damage, hospitalization, and death.”

2. Required statement for research involving exercise testing:  “It is estimated that the risk of a cardiac event during exercise testing is approximately 6 events per 10,000 exercise tests.”

3. Required statement for research involving exercise training/interventions: “The risk of cardiac events is higher in adults than young adults.  The risk of sudden cardiac death during vigorous physical activity is estimated at one death per year for every 18,000 people.  The risk of cardiac event or death in sedentary individuals is higher than the risk in physically active individuals.”

4. Suggested statement for research involving young (high school and traditional college aged) individuals involved in exercise training or testing:  “The risk of exercise-related death among high school and college athletes is one per 133,000 men and one per 769,000 women.”
Return to top

[bookmark: _Toc233008862]
[bookmark: Bloodsamples]Research involving blood samples
The consent form should contain a statement such as, “Blood samples will be obtained by venipuncture. This method involves inserting a needle into a vein in the arm and withdrawing a sample of blood. It is routinely used to obtain blood for physical examinations.  Venipuncture is accompanied by minor discomfort at the site of the needle entry and may result in slight bruising and a feeling of faintness. In this study a trained technician will obtain a 30 ml (about 2 tablespoonfuls) sample of your blood that will be analyzed for…”
Return to top

[bookmark: Geneticresearch]Research involving blood, tissue, or body fluid for possible genetic research
If the research involves the use of a subject’s blood, tissue, or body fluid for current or future genetic research, the researcher should modify the consent form to explain subjects’ rights, including: 

1. The fact that the specimens will be maintained without identifiers;
2. The risk level to the subject if they agree to participate;
3. Where the specimens will be stored;
4. Who owns the specimens; and
5. How the specimens will be used in the future.
Return to top

[bookmark: Physicalrisk]Research that involves physical risk 
The university does not have a plan to provide facilities or insurance to cover research-related injuries. UW student participants will be afforded access to the designated services available to all students through UW’s Student Health Services.  Other research participants are not covered.  If the study involves physical risk, assess the risk and add a statement such as, “The University of Wyoming, the principle investigator, and the research team are not liable for any injury participants might sustain while participating in this study and are not able to offer financial compensation or absorb the costs of medical treatment should the participant sustain such an injury.” If emergency treatment for research related injuries is arranged by (for example) having a medical doctor available for emergency treatment, that should be stated, but a disclaimer for extended care should be put into the consent form, such as “You will be charged for continuing medical care and hospitalization for research-related injuries. The university has no plan to provide financial compensation.” 
Return to top

[bookmark: _Toc233008865][bookmark: Fetus]Research that involves a risk to a fetus
The female participant must be informed of the risk and the methods to be used (such as a pregnancy test) to minimize the risk.
[bookmark: _Toc233008866][bookmark: Drugs]Return to top
Research that involves drugs
The participants must be given a statement of known side effects, warned about possible drug interactions (including interactions with alcohol), and warned about activities that may be dangerous (such as driving with a drug that has a sedative effect).
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[bookmark: _Toc233008867][bookmark: Psychologicalrisk]Research that involves psychological risk
The principles that apply to studies that involve psychological risk or mental stress are similar to those that involve physical risk. Participants should be informed of the risk and told that the university has no plan to provide treatment. They should be given the names and telephone numbers of agencies that may alleviate their mental concerns, such as a crisis hot line, the UW Psychology Clinic, the UW Counseling Center, and the UW Educational Psychology Clinic. If the PI or the faculty sponsor of a student investigator is qualified to treat mental health problems, that person may be listed as a resource.
Return to top

[bookmark: _Toc233008868][bookmark: Sensitivetopics]Research that involves sensitive topics
Participants should be told that some of the questions are of a personal or sensitive nature and should be given examples of the topics or questions. If questionnaires or interviews may generate reports of child physical or sexual abuse, the participant must be informed that the researcher is legally required to report this information to the Department of Family Services. The following language is recommended:  “If the researcher, or anyone involved in the research, knows or has reasonable cause to believe or suspect that a child has been abused or neglected or who observes any child being subjected to conditions that would reasonably result in abuse or neglect, he or she is required to report to the Department of Family Services.”  If the questionnaire or interview may generate reports that the participant plans to harm him or herself or others, the participant must be told that the investigator is ethically required to report that information to the local police department.  Information about the legal obligations to report abuse and threats of harm to oneself or others may be omitted if the responses are anonymous. 
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[bookmark: _Toc233008869][bookmark: Deception]Research that involves deception
Deception should be employed only when there are no viable alternative procedures. Where deception is a necessary part of an experiment, the IRB will generally require that a preliminary consent be obtained, in which the investigator informs the subject of the research. After the experiment, the subject should be informed of the deception and its purpose through a debriefing process explicitly outlined in the research proposal. The IRB recognizes that there are rare instances in which no consent can be obtained or debriefing done.  Deception requires that a PI get formal approval of a waiver of informed consent.
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[bookmark: _Toc233008870][bookmark: Recordings]Research that involves audio or video recordings
The following information must be included in the proposal and the informed consent:

1. Who will have access to the audiotapes, where the tapes will be stored, when the tapes will be destroyed (or that they will be kept indefinitely and why), and whether the tapes will be used in other studies or for future research.

2. If the recordings will be kept indefinitely, the consent should state that subjects have the right to review and delete recordings that will be kept indefinitely or shared outside of the research team.

3. Include a check-box or signature line for consent to be audio or video recorded (this requirement will be assessed on a case-by-case basis based on the nature of the research proposal).

4. If the researcher wishes to present the recordings at a convention or to use them for other educational purposes, he or she should get special permission to do so by adding, after the signature lines on the consent form, the following statement, “We may wish to present some of the tapes from this study at scientific conventions or as demonstrations in classrooms. Please sign below if you are willing to allow us to do so with the tape of your performance.” Additionally, a second signature line should be added with the preface, “I hereby give permission for the video (audio) tape made for this research study to be also used for educational purposes.” This procedure makes it possible for a participant to agree to being taped for research purposes and to maintain the confidentiality of the information on that tape.
Return to top

[bookmark: _Toc233008871][bookmark: Compensation]Research that involves monetary or other compensation
The amount and type of the stipends or other compensations and the requirements to earn them must be clearly specified. If the study extends over a period of time, it is acceptable to reward a participant with a bonus if he or she completes all the interim components of the study. 
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