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Obtaining Informed Consent/Assent Via Phone & Mail 
Policy

· CH/CCI policy and federal regulations state that informed consent must be obtained prior to obtaining any study information, and that the entire consent process should be accurately documented.  CH policy further states: “only after a subject signs the consent is the individual who obtained consent to sign the document.  The signature of the person who obtains consent is not to be ‘back-dated’ to coincide with the date of the research subject’s signature.”
Procedures

For your information, the following is the recommended method for obtaining informed consent/assent over the telephone and/or mail.  
When obtaining informed consent/assent via phone and mail:

1. Mail two copies of the informed consent form for each participant and for each parent/guardian of each participating child/adolescent with instructions to call PI/research staff when consents are received.  

2. Once each participant/parent/guardian has a copy of the consent in front of them, PI/research staff must review the study and consent document with each participant/parent/guardian, asking questions to gauge comprehension, and answering subject’s answers and concerns.   

PI/PI Authorized staff should document the entire informed consent/assent process for each person in a memo or related study document.

3. After all questions are answered and the PI/research staff feels confident each participant/parent/guardian understands the study, have each person sign and date consent form (recommended to flag or highlight the correct signature line), and mail back the signed consent copy.  Each signor should keep the other copy of the consent for their files.

4. If assent is required, you must also speak with child/adolescent directly to explain the study, and ask questions as to gauge comprehension.  This must be done in addition to obtaining parental permission from child/adolescent’s parent/guardian.

To document assent, ensure the parent/guardian signs and dates the correct line (specifying relationship to child) and that the child/adolescent signs and dates the subject/participant line.  

5. Once received, the PI/research staff that explained the study should sign the appropriate signature line with current date (not the date they spoke with participant/parent/guardian.  The PI/PI Authorized signor should specify to whom the study was explained to within the PI/PI authorized signor section.  

Ensure all signatures and dates were accurately documented.  Any errors should be noted in a note or memo.  If necessary, re-consent participant/parent/guardian.

If assent was required, check ‘YES’ that assent was obtained after ensuring the child’s adolescent’s signature and date were accurately documented.  

If assent was required, but child/adolescent was incapable of providing assent (e.g. too young, incompetent), check ‘NO’ that assent was not obtained and provide reason why.

6. It is recommend to document in a note under the PI signature line that consent was obtained over phone with actual date and mailed back.  E.g. “Discussed with [person] via telephone on [insert date], and received sign consent form on [insert date].”
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