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Application for Human Subjects’ Research

Part C: Consent/Assent/HIPAA

Please check the appropriate category below, and answer the appropriate follow-up questions. All consent/assent forms must be submitted to the IRB for review.
    FORMCHECKBOX 
 Written informed consent/assent/authorization will be obtained from subjects.

1. Who will obtain informed consent/assent/authorization?      
2. When and where will informed consent/assent/authorization be obtained?      
3. What process will be used to obtain assent?      FORMCHECKBOX 
 Not applicable

4. How will you determine that the subject understands the elements required in the informed consent/assent/authorization process?      
5. Does the person obtaining consent have an existing relationship with the participant?

                         FORMCHECKBOX 
 Yes

                              Describe the relationship and how you will protect against undo coercion.      
                         FORMCHECKBOX 
 No
    FORMCHECKBOX 
  Informed consent/assent/authorization will be obtained through a method or process other than a written document.

1. Please check which condition(s) are appropriate and explain how this protocol meets the criteria.

       FORMCHECKBOX 
 The only record linking the subject and the research would be the consent document and the principle risk would be potential harm resulting from a breach of confidentiality. Please explain how the protocol meets this criterion.
 FORMCHECKBOX 
 The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context. Please explain how the protocol meets this criterion.

2. What materials will be given to potential subjects to inform them about the study? All material(s) must be submitted for IRB review and approval (e.g., a letter accompanying a survey).      
3. When and how will potential subjects receive the information about the research study?      
 FORMCHECKBOX 
 Waiver of informed consent and waiver of authorization are requested. No consent is obtained.

1. This research presents no more than minimal risk to the subjects because:      
2. The waiver or alteration will not adversely affect the rights and welfare of the subjects because:       
3. The research could not be practically carried out without the waiver or alteration because:       
4. If appropriate, how will subjects be provided with additional pertinent information after participation? If not appropriate, explain why.      
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