MHRI INFORMED CONSENT TEMPLATE

COMPLETION GUIDELINES
All informed consents should be appropriate to the research.  The informed consent form template provided on the ORI website must be used in all research that requires informed consent unless special consideration is given and approval obtained through the Office of Research Integrity (ORI).

Below are instructions to assist you in completing the information that is required on the informed consent for IRB submission.  If you need further assistance, please contact your IRB Regulatory Associate at ORI through the main number 301-560-2912 or through their direct extension.

1. Ensure you have the current IC version template.

a. Check the revision date at the bottom of the IRB Approval Stamp section of the form and compare it to your current downloaded version.

b. Use ONLY the latest IC revision to avoid delays in processing your IRB submission.

2. DO NOT delete, add or otherwise alter any information outside the parentheses in black font unless you have obtained approval from the ORI first.  Deleting, adding or otherwise altering the informed consent template may result in delays in processing your IRB submission.  The information in parentheses (in black font) is required information that you will need to address appropriately for the ORI to process your IRB submission.

3. Delete all verbiage in brackets with bolded dark blue font and move remaining text appropriately to maintain proper formatting.  The information in bracketed [in bolded dark blue font] is instructional information only. Please ensure that all template sections have been completed prior to submitting the informed consent document to the IRB for review.

4. Complete the header. 

a. IRB number (initial submissions will be blank until the ORI logs in the submission)

b. Principal Investigator’s full name (First, middle initial, last plus degree)

c. Institution (represents the institution the study will be conducted)

d. Project Title (full title – may include the acronym where applicable)

e. Version Date – Clinical Site (represents the clinical site’s IC version/revision date)

5. Provide requested information within the parentheses by highlighting the entire wording including the parentheses and inserting the appropriate information.

6. Obtain informed consent signatures from all appropriate parties

a. Signature of person obtaining the consent and the date of signature

b. Signature of the participant and the date of signature

c. Signature of an impartial witness. [Note: This witness is a witness to the entire informed consent process, not just the signature.]

d. Signature of the legally authorized represented (when appropriate) and date of signature

e. Indicate relationship of the legally authorized representative to the participant (only if “c” is applicable) and date of signature

7. REMEMBER:  Obtaining informed consent is a PROCESS!
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