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E-mail:	 subsidies@msresearch.nl
Tel.	 +31-71-5 600 500 

Projectnummer: xx  – xxxx MS


If the grant proposal does not require human subjects, this addendum can be deleted from the application

	1
	Study design - Provide brief details of study design. Including the groups being compared and control groups. If no control group has been used, the rationale should be stated.

	
	



	2
	Sample size. Explain how the sample size was decided. Provide details of any a priori sample size calculation, if done.

	
	


	3
	Inclusion and exclusion criteria

	
	


	4.
	Randomization

	a.
	State whether randomization will be used to allocate subjects to control and treatment groups. If so, provide the method used to generate the randomization sequence.

	
	


	b.
	Describe the strategy that will be used to minimize potential confounders such as the order of treatments and measurements. If confounders will not be not controlled, state this explicitly.

	
	


	5.
	 
	Blinding

	
	Are the researchers and subjects blinded concerning the group? If so, describe who is aware of the group allocation at the different stages of the experiment (during the allocation, the conduct of the experiment, the outcome assessment, and the data analysis).

	
	


	6.
	Outcome measures

	a.
	Clearly define all outcome measures that will be assessed (e.g. cell death, molecular markers, or behavioral changes).

	
	


	b.
	For hypothesis-testing studies, specify the primary outcome measure, i.e. the outcome measure that is used to determine the sample size.

	
	


	7.
	Statistical methods

	a.
	Provide details of the statistical methods that will be used for each analysis, including software.

	
	


	b.
	Describe methods that will be used to assess whether the data met the assumptions of the statistical approach, and what will be done if the assumptions are not met.

	
	


	8.
	Diversity

	
	Please explain how you will take diversity into account in your research population, ensuring it reflects the diversity among people living with MS.

	
	




Involvement matrix
People with MS have experience that is vital to uniting new research proposals with practical applications in clinical settings. Therefore, it is advised that they play a central role in the design, execution and implementation of your project. Using this involvement matrix, you can describe your plan to involve people with MS in different roles and different phases of your study. For tips and tricks on how to use this table, there is a link on our website for more information: https://msresearch.nl/professionals/gedragscodes-en-richtlijnen/.


	
	ROLE IN PROJECT/RESEARCH

	Phase
	Activities
	
Listener
Is given
information
	
Co-thinker
Is asked to give
opinion
	
Advisor
Gives (un) 
solicited advice
	
Partner
Works as an
equal partner
	
Decisionmaker
Takes initiative, (final) decision

	
Preparation
	
	
	
	
	
	


	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
Execution
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
Implementation
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	



Source: www.participatiematrix.nl
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