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Oncology



WMO / Non-WMO Form:
• Tool for investigators and the MREC: Is the WMO or the 

Medical Devices Decree applicable?

• Not to be used for review of the proposal’s substance.

• Collects information to determine which of these legislative 

instruments applies: please consult the CCMO website via the 

hyperlinks provided in the form!

• Applicability only determined based on the completed form.

• How the privacy of subjects is assured is not relevant here.

• If the WMO does not apply: other legislation may apply, 

such as privacy law (GDPR) and the Dutch Medical 

Treatment Contracts Act (WGBO); investigator/institution 

is responsible for compliance.



Article 1 of the WMO:

In this Act and the provisions based on it, the following 
definitions apply:

b. scientific research:

medical scientific research in which persons are subjected 
to procedures or are required to follow rules of behaviour;



2 steps:

https://english.ccmo.nl/investigators/legal-framework-for-medical-scientific-research/your-research-is-it-subject-to-the-wmo-or-not



Step 1 (Form part A):

Definition of medical scientific research

I) Goal? Research 

question?

II) Scientific research?
III) New insights in the field of 

medicine? Publication?

Note: Procedures / rules of behaviour are not taken into 

account here.



WMO / Non-WMO Form, part A

Examples of non-medical-scientific research:  

customer satisfaction surveys, educational 

research, HCP career surveys

Research with patient files can 

also fall under the scope of the 
definition



Step 2

More information on Step 2:

https://english.ccmo.nl/investigators/legal-framework-for-medical-scientific-research/your-research-is-it-subject-to-the-wmo-or-not



WMO / Non-WMO Form, part B

B1: If the answer is ‘yes’, complete the rest of part B and, if applicable, 

enclose the relevant documents:

• Diary

• Script for structured or semi-structured interview

• Questionnaire(s)



More information:
• Examples of how to determine WMO applicability:  

Onderzoekswijs.nl > when is review required?

• Explanation on WMO / Non-WMO research and the GDPR:

https://www.ntvg.nl/artikelen/algemene-verordening-gegevensbescherming


