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Introduction and Regulatory Guidelines:

The purpose of this document is to provide LLNL researchers with text for injury compensation statements, which must be used when developing consent forms for greater than minimal risk studies that require initial full board reviews and approvals. According to the Common Rule: 

“For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained” is a required element on consent forms. Additionally, according to the DOE Human Subjects Research Handbook, “A consent document must contain the following… For research involving more than minimal risk, an explanation of any compensation and/or medical treatment available if injury or accident occurs.” 

If human subject contact is initiated by LLNL researchers, then the LLNL researcher is responsible for developing an appropriate consent form. 

Definitions:

Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

LLNL Guidelines:

Protocol contains no more than minimal risk: If a protocol involves no more than minimal risk, there is no requirement that the informed consent document contain any text regarding injury compensation. Historically, the majority of LLNL-generated studies have involved no more than minimal risk. 

Protocol contains more than minimal risk: If a protocol involves more than minimal risk and human subject contact is initiated by the LLNL researcher, then the LLNL researcher must assure that the consent form contains an explanation of any compensation and/or medical treatment that would be available if an injury or illness occurs. Researchers must use one of the following examples. Injury compensation statements on consent forms for greater than minimal risk studies will be reviewed by the Board on a case-by-case basis.

Example 1: The University of California will reimburse you for the reasonable cost of standard medical treatment for any injury or illness that you suffer as a direct result of this experiment. For further information about this, call the Institutional Review Board Office at 925-422-8069 or write to: Institutional Review Board Office, Lawrence Livermore National Laboratory, P.O. Box 808, L-448, Livermore, CA 94550.
Example 2: If University employees have conducted themselves properly and have not acted negligently during this experiment, the University will not provide free medical treatment or any other form of compensation for injury or illness due to participation (generally used when the injury or illness is a consequence of a medical research procedure which is designed to benefit the subject directly). For further information about this, call the Institutional Review Board Office at 925-422-8069 or write to: Institutional Review Board Office, Lawrence Livermore National Laboratory, P.O. Box 808, L-448, Livermore, CA 94550.
If a greater than minimal risk protocol includes research subjects who are also LLNL employees, the PI might want to consider the following statement on the consent form:

Example 3: In the event of an injury or illness incurred by you as a result of your participation in the experiment, you may be eligible for LLNL Worker’s Compensation. For further information about this, call the Institutional Review Board Office at 925-422-8069 or write to: Institutional Review Board Office, Lawrence Livermore National Laboratory, P.O. Box 808, L-448, Livermore, CA 94550.
The following example should be used for privately sponsored, greater than minimal risk protocols that involve investigational drugs or medical devices:

Example 4: 

If you are injured as a result of being in this experiment, standard medical treatment will be available. The costs of such treatment may be covered by the University of California or by the study sponsor, [sponsor's name], depending upon a number of factors. The University and the sponsor do not normally provide any other form of compensation for injury. For further information about this, call the Institutional Review Board Office at 925-422-8069 or write to: Institutional Review Board Office, Lawrence Livermore National Laboratory, P.O. Box 808, L-448, Livermore, CA 94550.

(Please note that if the industry sponsor's indemnification policy is different from LLNL's and/or the industry sponsor does not wish to include its name in the LLNL injury compensation statement, then other options are available. The sponsor’s name may be deleted entirely from the injury compensation statement or a brief paragraph may be added below and separate from the LLNL statement informing the subject of the sponsor's policy. Please note, however, that any description of the sponsor's policy should state what the sponsor will cover, not what it will not cover. Additionally, a sponsor's statement should not make reference to third-party carriers, government programs, or lost wages.)
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