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Executive summary



As part of The Maastricht Study, the Maastricht 

University Medical Centre intends to examine 

the association of hepatic steatosis and liver 

fibrosis with type 2 diabetes mellitus. Under the 

Population Screening Act (WBO), a permit is 

required for this research. The Committee on 

Population Screening of the Dutch Health 

Council has examined the permit application 

against the requirements of the WBO and 

advises the State Secretary of Health, Welfare 

and Sport (VWS) to grant the permit under the 

condition that the information for participants will 

be extended.

Permit application
The applicant wishes to amend the protocol of 

The Maastricht Study. The Maastricht Study  is 

an extensive population screening study into 

diabetes type 2, cardiovascular diseases, and 

other chronic disorders. In this sub-study, the 

applicant wishes to measure the elasticity of the 

liver with the Fibroscan in order to evaluate the 

degree of fattening and fibrosis. The objective of 

the amendment is to study the relationship 

between hepatic steatosis and fibrosis of the 

liver on the one hand and diabetes type 2 on the 

other. 

Review against WBO requirements
For the  committee the scientific validity of the 

study is sufficient. The research question is 

relevant and the proposed study design can 

provide an answer to the research question. 

According to the Committee the benefit of the 

study outweighs the risk .The research will add 

to the body of available knowledge, and the 

measurement with the Fibroscan has a minimal 

impact on participants and is not associated with 

any complications. 

However, there is a small chance that liver 

cirrhosis will be found, which is a risk factor for 

liver cancer. The participation information sheet 

does not inform participants of how high the 

probability is that the Fibroscan will find clinically 

relevant hepatic steatosis, liver fibrosis, or liver 

cirrhosis, and what the potential consequences 

of such findings are for the participants. The 

Committee therefore finds the information 

provided to participants to be incomplete.

Advice
The Committee advises the State Secretary of 

Health, Welfare and Sport (VWS) to grant the 

permit subject under the condition that the 

participation information sheet provides 

adequate information about the potential 

findings of the Fibroscan, how likely it is that 

these findings will occur and what the potential 

consequences of these findings are for the 

participants.

Executive summary Population Screening Act: study into hepatic steatosis and liver fibrosis in The Maastricht Study | page 2 of 3

Health Council of the Netherlands | No. 2018/16



The Health Council of the Netherlands, established in 1902, is an independent scientific advisory body. Its remit is “to advise the government and 

Parliament on the current level of knowledge with respect to public health issues and health (services) research...” (Section 22, Health Act).

The Health Council receives most requests for advice from the Ministers of Health, Welfare and Sport, Infrastructure and Water Management, Social 

Affairs and Employment, and Agriculture, Nature and Food Quality. The Council can publish advisory reports on its own initiative. It usually does this in 

order to ask attention for developments or trends that are thought to be relevant to government policy.

Most Health Council reports are prepared by multidisciplinary committees of Dutch or, sometimes, foreign experts, appointed in a personal capacity. 

The reports are available to the public.

This publication can be downloaded from www.healthcouncil.nl.
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