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Key minimal protocol updates from INCLUDE DS-CDP Meeting  Feb 11-12, 2025 

Omics & Biospecimen WG Minimal for Core Protocol 

Will be tailored a bit by age.  Also will minimize number of tubes (maybe 3).  At least once (e.g. not 
longitudinal) and in a hybrid fashion (e.g., tube, swab, tasso, remote vs in person, etc). Minimal collection = 
participant.  Note, some sites are already successfully using the Tasso with 18m and 24m olds with DS. Cost 
was for all of this was discussed, some costs will fall on Biospecimen Core (materials, analysis), but others 
will be on sites (e.g., preprocessing).  Still TBD and this will shape the final protocol for what will be on the 
minimal protocol. 

 

Medical Data & EHR WG   Minimal for Core Protocol – In Person 

Will take into account some visits may be remote for some studies.  Ideally collect these measures at each 
visit. Will provide some training/SOP for consistency (e.g., head circ, body size) and could supplement from 
med records if within certain time window.  Many measures won’t be relevant for <2 yo.  See 2nd slide p2 
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Regarding audiology, recognize that perhaps will need to be done at separate visit or taken from med records. 
Also in conversation about DXA scan, comment was made about trying to keep minimal common protocol ‘at 
minimal risk’ for purposes of IRB (e.g., so sedated MRIs would not be).  Note, brain MRI was listed under ‘wish’ 
for >6 or perhaps to be gathered from EHR. BUT excellent discussion on this topic may have raised it to 
optimal.   

 

 

Demographics, SES, etc WG  Minimal for Core Protocol 

Keeping basic intake forms short (~10-15 min).  Can be collected remotely.  Plan to use NDAR GUIDs and will 
harmonize with DS Connect forms/Q as much as possible.  Will try and keep PHI site/local versus in the DCC. 
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Assessment WG    Minimal Core Protocol 

Really focused on developmental/lifespan perspective. Took into account every project’s proposed batteries 
and looked for common domains to include for minimal. Not shown, but something for sensory got added to 
this list. Taking care to think about feasibility with DS participants meaning, successful admin and score 
distribution and appropriate floor/ceiling).  Caregiver AND in person data collection planned.  TBD where 
some data (e.g., sleep Q) should be accounted (here or under medical).  Need to compile overall burden of 
this battery plus other things to be gathered per other WGs. 
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Consent WG update 

Will likely model off other large network multi-site/institution studies (such as ECHO). Will be using 
some remote delivery (e.g., redcap) and will include graphics and better visuals to explain activities.  
Consents will have compliant signature (e.g., docusign, vera). Single IRB model (institution or 
company to house this still TBD). Will also provide supporting materials (social stories, videos) and 
retention tools (e.g., newsletters, swag). Getting input and ideas from CAB. Goal for IRB creation 
late spring following approval of core protocol. 

Remote Digital Health WG - Minimal Core Protocol 

Both sleep measures will not pertain to IBIS (3+ or 12+) but will have remote option. Collecting both 
will also help validation for the Nox (which is needed for DS).  Actigraph will also be 3+ so not going 
to be part of IBIS data collection.  Will continue to discuss adding sleep questionnaire, maybe also 
something about diet. Overall three slides for minimal (2 sleep, 1 activity): 
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We could opt to collect some activity data from the wish list….(leg band). 

 

 

 

DS-CDP TIMELINE: 

Feb-May   - WG will continue meeting, likely on bimonthly schedule 

May 2025 – WG present final protocol for DS-CD to steering committee for review/approval 

June 2025 – Final common protocol and supporting docs submitted to IB 


