ME/CFE£ommorDataElementsrojectFrequentlyAsked



(e.g.,the CerebraPalsyOversight Committebeingcreatedwill includepatient
advocates).

5. Howwill the ME/CFS CDEs validated?

It takestime anduseof the CDE$o evaluatetheir usefulness.Basedon experiencewith
prior CDEs, researadonducted ovegt least3-5 yearswill gatherdataon the useof CDEss
well asother measures.Refinementgo CDEsvill be anongoingprocess.

6. Whenwill the first version be releasedndhow will that be communicatedo researchers?

Releases scheduledor late February2018and willbe announcedonthe NINDSCDE
websiteandvia emailblast.We will alsopromote the CDEshrough conference
presentationsposters,andeventuallya journal publication.

7. Whatarethe expectationdor investigatordo usethe ME/CFEDE researchFor
instance, isit consideredduringreviewof grantrequests?

It isanticipatedthat the CDEsvill be adoptedfor ME/CF3esearchand publichealthstudies.
NINDStronglyencouragesesearchersvho receivefundingfrom the Institute to usethese
commondataelements(CDEsin their clinicalresearchResearchera/ho receivefunding
from NINDSare askedto usethe 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

Thisisacollaborativeprojectwith CDCNINDSnd CDGare lookingfor any type of
commentapplicableto the measuresand instrumenteingrecommendedAnyonecan
providecommentasthe publicreviewpacketis postedto apublicly
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TheME/CF3esearchconductedat the ME/CFEollaborativeResearch Centeend
coordinatedby the DMCGwill utilizethe ME/CFE&DEsTheNIHfunded studieswill be
utilizingthe CDEsvhenappropriatefor their studiesandthere will be mappingrom the
studyto the CDEsecommended.

17.Willthe DMCQusethese CDEsstheir baselineor arethey goingto establishtheir own
standards?

Yes, thewill usethe CDEs.

18. Explairthe varyingolesof the DMCCGandthe ME/CFSDEadvisorycommitteein the
evolutionof the ME/CFEDES?

TheDMCGwill not developCDEshut will utilizethe ME/CFEDEslevelopedby this
initiative. TheDMCGwill harmonizeand organizelatacollection, storageanalysisand
distributionacrosgshe ME/CFERCs.

E Caseadefinition

19. What casedefinition or definitionsare beingusedaspart of the CDHnitiative?ls the CDE
initiative intendedto achieve consensum the casedefinition?If not, why not now and
when willthisbe done?

7 Inthe absencef anagreedupon researcttasedefinition (orat least
inclusion/exclusioreriteria),how do we ensure thaME/CFStudycohortsincludeonly
people withME/CFS?

17 Howwill the CDE initiative helpddressproblemswith lackof standardizationf
commoninclusionandexclusioncriteriaare not agreedto since laclof consistencyn
thesecriteriais one of the biggest sourcesf heterogeneityacrossstudies?

Researchersonductingthe studiesusingCDEsvill determinethe casedefinition and
enrollmentcriteriathat bestfit their research objectivesThe CDEare methodsof

collectingdatain a standardized mannerTheworkinggroupsincludememberswith
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