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DOCUMENTATION OF IRB REVIEW AND APPROVAL: EMERGENCY

ACUTE CARE RESEARCH INVOLVING A WAIVER OF INFORMED CONSENT

IRB#:       Principal Investigator:          

Title:                             ******************************************************************************

The University of Pittsburgh IRB reviewed the above-named research protocol and found the following conditions have been met relative to the research:  (Note: All listed conditions must be met and documented, with initials, before granting final IRB approval to conduct the research.)
 FORMCHECKBOX 

The human subjects are in a life-threatening situation, and:
     
 FORMCHECKBOX 
  
Available treatments are unproven or unsatisfactory; and

 FORMCHECKBOX 
 
Collection of valid scientific evidence is necessary to determine                          safety and effectiveness of the respective intervention.


Obtaining informed consent is not feasible because:

 FORMCHECKBOX 

The subjects will not be able to give informed consent as a result of their medical condition;

.

 FORMCHECKBOX 
   
The intervention(s) involved in the research must be administered before consent from the subjects’ legally authorized representative is feasible; and

 FORMCHECKBOX 
 
There is no reasonable way to identify prospectively the individuals likely to become eligible for participation in the research.

Participation in the research holds out the prospect of direct benefit to the subjects because:

 FORMCHECKBOX 

The subjects are facing a life-threatening situation that necessitates the research intervention;  

 FORMCHECKBOX 

Appropriate animal and other preclinical studies have been conducted, and the information derived from those studies and related evidence, support the potential for the intervention to provide direct benefit to the individual subjects; and

              FORMCHECKBOX 

Risks associated with the research are reasonable in relation to what is known about the medical condition of the potential class of subjects, the risks and benefits of standard therapy, if any, and what is known about the risks and benefits of the proposed intervention.

 FORMCHECKBOX 

The research could not practicably be carried out without the waiver.

 FORMCHECKBOX 
 
The research protocol defines, based on scientific evidence, the maximum length of time before which the intervention(s) must be initiated (i.e., a “therapeutic window”), and:
 FORMCHECKBOX 

The investigator has committed to attempting to contact, within this  “therapeutic window”, a legally authorized representative for each subject and, if feasible, to asking this representative for consent for the subject’s participation.

 FORMCHECKBOX 
 
The investigator has committed, in the event of the unavailability of a legally authorized representative of the subject, to attempting, if feasible, to contact, within this “therapeutic window”, a member of the subject’s family and asking whether s/he objects to the subject’s participation.

 FORMCHECKBOX 

The research proposal addresses standard informed consent procedures (i.e., to address subject enrollment with direct consent, if applicable, or with consent of the subject’s authorized representative, if available) and includes an informed consent document that meets applicable regulatory and IRB guideline requirements). 

 FORMCHECKBOX 
 
The research protocol addresses procedures to inform, at the earliest feasible opportunity the subject  (i.e., if his/her condition improves), a legally authorized representative of the subject, or if such a representative is not reasonably available, a family member of the subject, of the subject’s inclusion in research, the details of the research, and the right to discontinue the subject’s participation at any time without penalty or a entitled benefits; and 

 FORMCHECKBOX 

The research protocol addresses appropriate procedures and information to be used in providing an opportunity for a family member to object to a subject’s participation in the research. 

 FORMCHECKBOX 

The research protocol addresses procedures to provide information about the research to the subject’s legally authorized representative or family member should a subject enrolled into the study without consent die before such individuals can be contacted. 

The following additional protections of the rights and welfare of subjects have been provided:

 FORMCHECKBOX 

A summary of the comments/concerns resulting from consultation with representatives of the community (communities) in which the research will be conducted and from which the subjects will be drawn.

 FORMCHECKBOX 

A plan, including draft copy, for public disclosure/notification of the research to the community (communities) in which the research will be conducted and from which the subjects will be drawn.

 FORMCHECKBOX 

Establishment of an independent data monitoring committee to exercise oversight of the research.

 FORMCHECKBOX 

Prior, specific IND or IDE approval (i.e., as research involving an emergency consent waiver)  of the research by the Food and Drug Administration (i.e., for research involving investigational or approved drugs or devices). 
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