Monash Health Human Research Ethics Committee

General Guidelines for the Expression of Risks and Discomforts in Clinical Drug Trial Participant Information and Consent Forms
The following are general principles for plain language expression in the Risks and Discomforts sections of Participant Information and Consent documents:

1. Risks should be described without phrases that modify or minimize potential dangers. As a guide, clinicians should think of the method that they would use to explain the risks for a medically necessary medical treatment or procedure. In those circumstances, risks are usually stated plainly, with emphasis on the most serious ones, and patients make their own judgment about the balance between risk and benefit.  In a clinical trial, there is potential risk but uncertain benefit.  Therefore, it is very important that patients fully understand that risk.

2. The most serious risks should be specified and it is usually best to state them first. Modern Participant Information Sheets are already long enough and participants may struggle to find the most important information if it is buried among a list of trivial discomforts associated with the trial.

3. The worst possible outcome from a complication of a treatment or procedure, even if unlikely, should be clearly stated.

4. Where evidence from the medical literature on numerical probability of a risk for a procedure is available, it should be stated, particularly for serious adverse effects.

The standard grading of the frequency of occurrence for Adverse Drug Reactions and side effects to medication are as follows:

Very Common ≥ 10%

Common ≥ 1% and < 10%

Uncommon ≥ 0.1% and < 1%

Rare ≥ 0.01% and < 0.1%

Very Rare < 0.01%

5. In drafting Participant Information and Consent Forms to outline risk, researchers should retain the common sense approach of their daily professional lives regarding material risks and how to best communicate about risk.
