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MEMO TO INVESTIGATORS

RE:  INFORMED CONSENT PROCESS AND DOCUMENTATION

Important information about the consenting process

NEIRB expects that the consenting discussion(s) will include the following principals:

	The Investigator will obtain legally effective informed consent from the subject (or from the legally authorized representative, if approved by NEIRB)

	The circumstances of the consent process provided the potential subject with sufficient time to consider participant

	The circumstances of the consent process minimize the possibility of coercion or undue influence

	The consenting process will occur in a language understandable to the potential subject

	The consenting process will not include any exculpatory language that waives, or appears to waive, subject’s rights

	The consenting process will not include any exculpatory language that releases any entity involved in the research (sponsor, investigator, etc.) from liability for negligence


The PI is responsible for ensuring that informed consent is properly and legally obtained from all study participants. This includes the following:
· All subjects must sign the informed consent form approved by New England Institutional Review Board (NEIRB).  The approval period of the informed consent is indicated in the lower right footer of the consent document. 

· If more than one version of the informed consent has been approved for the study, the most recently approved informed consent should be used.

· When beginning participation in a study, each subject must sign the most recently approved version of the informed consent form prior to the initiation of any study procedures, including screening procedures. 

· If the informed consent is revised during the course of the study, NEIRB will inform PIs if it is necessary to re-consent subjects who have previously provided consent. If re-consenting is required, this will be stated in NEIRB’s letter approving the revised informed consent.

· During the informed consent process subjects should be provided with the following:

· A non-public location in which to read the informed consent and discuss the study with research staff.

· Ample time to consider their participation in the study. The amount of time needed for consideration will vary with the individual subject and with the type of study.  

· Study personnel who can knowledgably answer questions. 

· Subjects should be provided with the option taking the informed consent form home, and discussing their participation in the study with family and/or friends. 

· While the Principal PI does not have to be present during the entire consenting process, the Principal PI should always be available to answer any questions that the subject may have, to provide additional details regarding the study, or to participate in any other aspect of the consenting process.

· Each subject should be provided with a signed copy of the informed consent, for the subjects' future reference.

· Informed consent is a process, and should continue throughout the study. 

· Legally Authorized Representatives should not be allowed to provide consent for subjects, unless specifically approved to do so by the IRB, and it is allowed by local and state law.

Important information to avoid common errors in the use of consent forms
1. NEIRB always issues site-specific consent forms that are sent directly to the research site. NEVER use template informed consents sent to you by the sponsor of the study.

2. Subjects must NEVER be consented with an informed consent that has not been approved and sent to you directly by the IRB.  An approved informed consent will always have a ‘stamp’, which includes the approval and expiration dates of the document. Make copies of the NEIRB-approved consent forms that you receive to use with your subjects.

3. Subjects must NEVER be consented with an expired informed consent. If you do not have a current consent form, call the IRB to find out why and to see if an updated consent form can be issued.

4. The Principal Investigator (PI) should not sign the informed consent if she/he was not present during the consenting procedures.  If your internal SOPs state that the PI must sign the informed consent then she/he should be present during the consenting procedures.

5. If the consent form requires ANY revision, submit a request to revise the consent form to the IRB. The IRB will review your request and issue a revised consent form.

6. Obtaining consent for research is an active process between the subject and the study team. All information should be reviewed with subjects, and all of the subject’s questions should be answered before the consent form is signed. 

ALL correspondence relating to this study should be saved and filed in a Regulatory Binder that contains all study-related documents.

If you ever have any questions regarding clinical trial regulations or Good Clinical Practice, please contact New England IRB immediately for guidance.

