The University of Vermont Committees on Human Research

Request for Review of Emergency Research with Waiver of Consent
Please answer the following questions and attach your responses to the completed Application for IRB Review.  Note:  Make sure that you have also completed and Request for Waiver of Consent/Authorization/Documentation form.  
1. Describe the life-threatening situation(s) necessitating emergent intervention and explain why available treatments are unproven or unsatisfactory. 

2. Explain why subjects would be unable to give informed consent as a result of their medical condition.

3. Explain why obtaining informed consent from the subjects' legally authorized representatives will not be feasible before the treatment must be administered.  Define the length of time of the potential therapeutic window based on scientific evidence. Explain how you will attempt to contact a legally authorized representative within the therapeutic window and, where possible, obtain consent from such legally authorized representative rather than proceeding without consent.

4. Explain why there is no reasonable way to identify prospectively the individuals likely to become eligible for participation in the study.

5. Cite valid scientific studies (animal and pre-clinical) that support the potential for the intervention to provide a direct benefit to the patient.

6. Describe what is known about the risks and benefits of the proposed intervention or activity.  Explain why the risks are reasonable in relation to: a) what is known about the medical condition of the potential class of subjects, b) the risks and benefits of standard therapy, and c) any alternative treatments.

7. Explain why the research could not practicably be carried out without the waiver.  Note: Mere inconvenience or slight increase in research timetable are not sufficient.
8. Although only legally authorized representatives may provide consent, a family member* must be afforded the opportunity to object to a subject's participation without consent.  Describe the proposed procedure for providing a family member with an opportunity to object to a subject's participation in the study. * For purposes of waiver of consent in emergency research, family member with authority to object is defined as: spouse, parent, child (including adopted child), sibling, spouse of sibling, and any individual related by blood or affinity whose close association with the subject is the equivalent of a family relationship.

9. Describe how you have consulted or will consult with representatives of the communities in which the research will be conducted and from which the subjects are likely to be drawn about their perspectives on the conduct of such a study.  How did or will you solicit community consultation and what feedback did you receive, if already conducted?  Please attach copies of any survey instruments, written feedback, or summaries of verbal feedback you may have received.  Note: Surveys of community perspectives may, by themselves, require IRB review.  Please consult the IRB for guidance.
10. Describe how, if the waiver is approved, you will disclose your plans for the research (and its risks and expected benefits) to the communities in which the research will be conducted.  Note: You must submit any disclosure documents for IRB approval prior to their use and prior to initiating subject accrual.
11. Describe how, following completion of the research, you will apprise the community of the demographics of the research population and the study results.  Note: You will be asked to submit documentation of your disclosure of study results once the study has been completed, and the evidence of the disclosure will become a part of the official protocol record.

12. Explain how you will appoint an independent data safety monitoring board to exercise oversight of the research, including who would sit on it (provide information about each member's areas of clinical and research expertise) and how information regarding subject accrual, adverse events, and study results will be communicated to the board.  Describe the board's authority for terminating, modifying or interrupting the study.  Note: You will be asked to submit minutes and/or any other records of communication between the study site and the DSMB to the IRB at the time of continuing review.
13. Describe your procedure to inform the subject or, if the subject remains incapacitated, the subject's legally authorized representative, or if none is available, a family member*, that the subject may discontinue participation in the study at any time without penalty or loss of benefits to which the subject is otherwise entitled.   Note: If a subject is entered into research without consent and the subject dies before a legally authorized representative or family member can be contacted, information about the research is to be provided (if feasible) to the legally authorized representative or family member.
14. Describe how, when obtaining consent from a subject or a legally authorized representative is not feasible, you will document your efforts (i.e. log, algorithm) to contact a family member* who is not a legally authorized representative, and ask whether s/he objects to the subject's participation in the research.  Note: You will be asked to summarize efforts made to contact family members and make this information available to the IRB at the time of continuing review.
15. If the study involves a drug, device or biologic, provide the date that you (or the sponsor company) submitted a separate IND or IDE to the FDA specifically for conduct of a study with waiver of informed consent and the IND/IDE number (if available).  Note: A separate IND/IDE is required to conduct a waiver study--even if the intervention is currently under IND/IDE without a waiver of consent.
CERTIFICATIONS
1. Research will be conducted in accordance with all procedures and additional protections of the rights and welfare of the subject as set forth in the Code of Federal Regulations, Title 45 CFR 46.
2. The informed consent document submitted with the protocol will be used with subjects or their legally authorized representatives in situations where obtaining consent is feasible.
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