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Federal regulations and ethical principles require every research participant be fully
informed of the basic elements of the research study prior to enrollment. Obtaining
informed consent is a difficult task. The CPHS approved Consent Form contain the
elements needed to ensure informed consent. However obtaining informed consent
consists of more than just the Form — it is a process and an ongoing dialog with the

potential participant.

The CPHS is introducing a tool to assist in the consent process. The tool is an evaluation

procedure designed to enhance the communication between researcher and potential
participant. The tool is referred to as “Informed Consent Evaluation Feedback Tool”
(ICE FT). The ICE FT is a simple list of questions which include the basic elements of
informed consent. The ICE FT can be used during the consent process in order to
evaluate the level of understanding of the potential research participant.

Using the ICE FT, the researcher can evaluate, in real time, the level of understanding of
the potential participant. The participant should not enroll in the research study until both

the researcher and the participant are confident of his/her understanding of the basic
elements of the informed consent.

In addition, the ICE FT can be used as a recording mechanism that can document the
discussions that took place. For example, the researcher can take notes on the ICE FT
and the completed ICE FT can become part of the study record. It can also be used as a
source of reference as the participant proceeds in the study.
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