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Dutch Central Committee on Research Involving Human Subjects proposes a new approach for risk assessment in clinical trials

On Saturday 14 October 2006 the leading British biomedical journal The Lancet will publish a manuscript by the Central Committee on Research Involving Human Subjects (Dutch abbreviation, CCMO) in which the Committee presents a proposal for a structured risk assessment of clinical trials. The proposal is a reaction to the TGN1412 trial in March this year, which was almost fatal for six healthy male volunteers. The Central Committee analysed the event in detail and wants to learn lessons in order to prevent similar events in the future.
One of the conclusions in the manuscript is that the sponsor of the clinical trial did not submit all relevant information to the reviewing authorities. As a result, the authorities were not able to perform an adequate assessment and important questions were not raised. In order to prevent similar situations in the future, the Central Committee proposes to perform a risk assessment using a defined format. 

The structured risk assessment decreases the chances that important issues are overlooked during the design and review of the clinical trial. Furthermore, the proposal streamlines the process as well as the communication between the persons and organisations involved in the review of clinical trials.
In the manuscript, the Central Committee suggests that complicated clinical trials should be limited to those centres where adequate expertise is available. For a complex phase I clinical trial, cooperation with a university medical centre or other specialised research centre will usually be required.
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CCMO Mission Statement 
The Central Committee on Research Involving Human Subjects (CCMO) protects subjects taking part in medical research by reviewing trials on the basis of the statutory provisions laid down for them and taking account of the interest of medical progress.
The Central Committee is an independent governmental agency and was established on April 6, 1999, with its registered office in The Hague, the Netherlands
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