IRB Tip: Informed Consent Document (ICD): Preparation

Guidance for implementing federal and institutional IRB policies 
The informed consent process is an expression of respect for assuring voluntary participation in research.  The procedures used in obtaining informed consent should be designed to educate prospective study participants in terms they can understand. Therefore, the ICD itself must be written in language that is understandable to the people being asked to participate. The written presentation of information is used to document the basis for consent and for the subjects' future reference.  The documentation of informed consent must comply with 45 CFR 46.117 and 21 CFR 50 Part B (if the study involves an investigational new drug or device exemption).
The ICD should be revised when changes are made to the study pertinent to subjects’ decision-making, when deficiencies are noted, or when additional information will improve the consent process. 

This document provides guidance on how to write an ICD that is ethical, appropriate, shows respect for study subjects, and meets federal and local regulatory requirements.

Guidance to Investigators and Their Staff

The PI is responsible and accountable for ensuring that the ICD conforms to IRB requirements and is submitted to the IRB for review and approval. The PI may delegate the performance of this task to a coordinator, but remains responsible for the actions of all those conducting the study.  If the PI has delegated this task, it is highly recommended that the PI read the informed consent document for congruency with the protocol and confirm that elements required by federal regulations have been included.  The following is guidance for preparing the research consent: 
1. Prepare the written ICD to assure that all the elements required by federal regulations (per 45 CFR 46.116 and 21 CFR 50 Part B (if applicable) are addressed following the Informed Consent templates,  Informed Consent in Human Subjects Research SOP/Policy, and the Checklist for the Informed Consent Document.
2. Extract pertinent information from the study protocol to include in the ICD.  If the sponsor provides a recommended ICD, the PI must edit the document to adapt it to LLU Guidelines.  
3. If consent issues are particularly challenging, request that Research Protection Programs staff perform a pre-screening of the ICD prior to official IRB submission.
4. Ensure that external sponsors review and approve the ICD prior to IRB submission, when required.
5. Incorporate changes required by the IRB into the ICD.  The IRB’s Interim Report of IRB Action will specify that ICDs have been marked-up by reviewers and can be checked out at RPP.  Subsequent changes may once again require the approval of external sponsors. 
6. Submit a clean copy of the ICD and a revised copy with insertions underlined and deletions struck out.  Microsoft Word can automatically perform these actions by using the “Track Changes” function. 
REVISING AN ICD

  

If during the course of the study, the protocol is modified, new risks to subjects are identified, or regulations or institutional practices change, the ICD may have to be revised.  Revisions are to be submitted to the sponsor (if applicable) and IRB for approval, using the Change Request Form.  Once approved (as evidenced by IRB stamp), the revised version must be used to consent potential participants and re-consenting must be done if required by IRB.
For Further Information

45 CFR 46.116
45 CFR 46.117
21 CFR 50 Part B  

21 CFR 50.25 
Checklist for the Informed Consent Document
Informed Consent in Human Subjects Research SOP
Informed Consent in Human Subjects Research Policy
Office of Protection from Research Risks’ Tips on Informed Consent:

http://www.hhs.gov/ohrp/policy/ictips.html 

Obtaining and Documenting Informed Consent of Subjects who do not Speak English:
http://www.hhs.gov/ohrp/policy/ic-non-e.html 

A Guide to Informed Consent - non-English Speaking Subjects:

http://www.fda.gov/RegulatoryInformation/Guidances/ucm126431.htm 
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