
ME/CFS Common Data Elements Project Frequently Asked 



(e.g., the Cerebral Palsy Oversight Committee being created will include patient 
advocates). 

 
5. How will the ME/CFS CDEs be validated? 

 
It takes time and use of the CDEs to evaluate their usefulness. Based on experience with 
prior CDEs, research conducted over at least 3-5 years will gather data on the use of CDEs as 
well as other measures. Refinements to CDEs will be an ongoing process. 

 
6. When will the first version be released and how will that be communicated to researchers? 

 
Release is scheduled for late February 2018 and will be announced on the NINDS CDE 
website and via email blast. We will also promote the CDEs through conference 
presentations, posters, and eventually a journal publication. 

 
7. What are the expectations for investigators to use the ME/CFS CDEs in research? For 

instance, is it considered during review of grant requests? 
 

It is anticipated that the CDEs will be adopted for ME/CFS research and public health studies. 
NINDS strongly encourages researchers who receive funding from the Institute to use these 
common data elements (CDEs) in their clinical research. Researchers who receive funding 
from NINDS are asked to use the CDEs

    

https://grants.nih.gov/grants/guide/pa-files/PAR-13-281.html
https://www.ninds.nih.gov/Funding/Clinical-Research-Next-Steps/Terms-Award
https://commondataelements.ninds.nih.gov/doc/projectreview/NINDS_CDE_Overview.pdf


This is a collaborative project with CDC. NINDS and CDC are looking for any type of 
comment applicable to the measures and instruments being recommended. Anyone can 
provide comment as the public review packet is posted to a publicly

mailto:NINDSCDE@emmes.com
https://commondataelements.ninds.nih.gov/Feedback.aspx?page=contact
https://commondataelements.ninds.nih.gov/Feedback.aspx?page=contact
https://commondataelements.ninds.nih.gov/Feedback.aspx?page=contact
https://commondataelements.ninds.nih.gov/Feedback.aspx?page=contact
mailto:NINDSCDE@emmes.com
mailto:NINDSCDE@emmes.com


The ME/CFS research conducted at the ME/CFS Collaborative Research Centers and 
coordinated by the DMCC will utilize the ME/CFS CDEs. The NIH funded studies will be 
utilizing the CDEs when appropriate for their studies and there will be mapping from the 
study to the CDEs recommended. 

 
17. Will the DMCC use these CDEs as their baseline or are they going to establish their own 

standards? 
 

Yes, they will use the CDEs. 
 
18. Explain the varying roles of the DMCC and the ME/CFS CDE advisory committee in the 

evolution of the ME/CFS CDEs? 
 

The DMCC will not develop CDEs, but will utilize the ME/CFS CDEs developed by this 
initiative. The DMCC will harmonize and organize data collection, storage, analysis and 
distribution across the ME/CFS CRCs. 

 
E. Case definition 

 

19. What case definition or definitions are being used as part of the CDE initiative? Is the CDE 
initiative intended to achieve consensus on the case definition? If not, why not now and 
when will this be done? 

 
¶ In the absence of an agreed upon research case definition (or at least 

inclusion/exclusion criteria), how do we ensure that ME/CFS study cohorts include only 
people with ME/CFS? 

¶ How will the CDE initiative help address problems with lack of standardization if 
common inclusion and exclusion criteria are not agreed to since lack of consistency on 
these criteria is one of the biggest sources of heterogeneity across studies? 

 
Researchers conducting the studies using CDEs will determine the case definition and 
enrollment criteria that best fit their research objectives. The CDEs are methods of 
collecting data in a standardized manner. The working groups include members with 
knowledge of 
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