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Informed Consent Process Note


MODIFY THIS TEMPLATE TO MAKE IT STUDY SPECIFIC.  DELETE ITEMS THAT DO NOT APPY.
Study Title:

Principal Investigator:

Subject ID:











Documentation of the Informed Consent Process
I provided adequate opportunity for the participant/LAR to review, consider, and inquire about the details of this research study. The participant/LAR was given a copy of the signed consent
 document. Informed consent was obtained prior to participation in study specific procedures
. 

LAR: 
The abovementioned research study was discussed with the Legally Authorized Representative (LAR) ________.    The LAR confirmed his/her authority to make research decisions.
The LAR possesses the following Authority_________________ (e.g. power of attorney, legal guardianship)
:

Alternative consent process
:

The consent document for the abovementioned research study was Mailed/emailed/faxed and discussed with the subject/LAR by phone_________________ (note dates).  
 The signed document was received: ________ (Date)
Obtaining Consent or Assent from Individuals who Cannot Read (such as those who are temporarily or legally blind or illiterate
): 
The study team read the consent documents aloud to subject.
____________ (Name), an impartial witness, observed the consent process.
Obtaining Consent or Assent from Individuals who Cannot Sign
The subject was unable to sign the consent document.  As a result, the subject “made their mark’ on the form.
Short Form Process:
Document the use of a Short Form as specified on the cover letter of each Short Form:

· The translator read the English consent form and verbally translated the information to the subject or the subject’s legally authorized representative (LAR). The consent process was witnessed by _________ (Name), who is fluent in both English and the subject’s language
. 

· If enrolling a child six years or older:

· The approved assent documents was verbally translated

· If  LAR provides consent:

· The LAR confirms the appropriate legal authority to consent on the subject’s behalf. 
· The study subject/LAR,  was given copies of the following:

· The short form consent signed by the subject and the witness

· The IRB-approved English consent signed by the witness and person obtaining consent

Re-consent:
The subject/LAR was given updated information. Subject verbalized understanding and willingness to continue participation.

Additional comments:
__________________________________________________________
Name of Person Conducting Informed Consent Discussion

Signature of Person Conducting Informed Consent Discussion
Date              Time
�A signed copy is only required if study is under GCP; delete if not under GCP





�Additional consent process documentation template can be found on the IRB web site. 


�The LAR can verbally attest to their authority


�It would be a good idea to detail the process. For example, was the consent mailed, emailed, faxed?


�In cases where the potential Human Subject cannot read, the PI (or person authorized to obtain consent) is responsible for reading aloud the entire consent or assent document with the Human Subject and for documenting that the Human Subject cannot read. Adequate opportunity for discussing questions and concerns of the subject must be offered (including repeating and explaining portions of the Informed Consent/Assent and HIPAA Document[s]). An impartial individual should witness the consent or assent process and document for the Research records that the process took place, that the subject understands the Research and consent/assent process, and that the subject consented to participate. In the case of subjects who cannot write, “making their mark” is sufficient. The Human Subject should be provided with names and telephone contact numbers for the study PI and the IRB Office.





�If the translator served as the witness document that he or she is a member of the study team.
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