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Meeting Minutes 

 

1. Roll Call – Members and Observers Present  (alpha order) 
Michael Agard, Paragon Solutions; Jennifer Alpert Palchak, CareLex; Aliaa Badr, CareLex; Lou Chappuie, 
individual;  Troy Jacobson, Forte Research Systems; Rich Lustig, Oracle; Karen McCarthy Schau, Paragon 
Solutions; Fran Ross, Paragon Solutions; Ayrat Sadreev, SureClinical; Catherine Schmidt, Sterling Bio; 
Zack Schmidt, SureClinical; Mead Walker, HL7; Trish Whetzel, , SureClinical advisor.  
 

2. Approval of Minutes 
 

Approval of the eTMF TC meeting on 17th November is deferred to the next meeting (15th December). 
 

3. Working Draft Specification Discussion and Edits (example) 
 

 At the beginning of the meeting Jennifer clarified the following: The only workgroup that can 
vote on the slates is the TC. They vote on recommended resolutions for comments.  

 Zack asked whether any TC member want to pull any item from slate W39. Rich requested to 
pull recommendations that reference appendix B starts from 101.CSD1 through 141.CSD1. 
Zack pulled them for further discussion. 

 Rich thinks that it makes sense to remove the metadata from appendix from the spec as it has 
a separate document.  The metadata vocabulary is the source for the metadata. Jennifer 
added that the TC should vote on Rich’s suggestion. 

 All other resolutions will stand for slate W39. 

 Zack asked if any items should be pulled from Slate w40, no one asked to pull any items.  

 Zack asked if any items should be pulled from Slate w41, no one asked to pull any items. 

 Zack asked if any items should be pulled from Slate 42, no one asked to pull any items. 

 Zack asked if any items should be pulled from Slate 43, no one asked to pull any items. 

 Zack said that we need a motion on the slates as follows:  “I move to approve the comment 
resolutions for slates W39-W43 as described in the Comment Log and listed in the meeting 
slides, with the exception to individual names in the comments shall be removed prior to 
publication, items 101.CSD1-141.CSD1 will be removed from Slate W39 ”. 

 Jennifer adopted the motion to approve slates with exception to the following items pulled 
from W39: 101.CSD1, 104.CSD1, 102.CSD1, 99.CSD1, 100.CSD1, 95.CSD1, 96.CSD1, 97.CSD1, 
64.CSD1, 49.CSD1, 138.CSD1, 141.CSD1. Troy seconded the motion. No one oppose and the 
motion passes. 

 Zack said that 740 out of 814 comment resolutions are voted and approved. 

 Aliaa is updating the specification with all approved resolutions. Target is Jan 15 for internal 
review. After that we will get it as a draft for review. 

 Jennifer is also integrating the comments to metadata vocabulary spreadsheet.  
 

4. New Business 

 Jennifer is contacted by Scott McCulloch, the director of strategy from Veeva and they are 
interested in joining the eTMF initiative. 

 Zack has a suggestion: the NCI could be approached as a liaison member for the TC since they 
contributed significantly to the metadata vocabulary and rationalizing them.   

 Fran asked about the liaison about and how that makes NCI different. Zack said that liaison 
groups (such as HL7) can be helpful in terms of their feedback and coordination. It is helpful to 
keep NCI in the loop as they maintain the NCI terms. 
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 Fran asked would it be beneficial to also have the TMF RM group as a liaison group. Zack said 
that’s open and the TC would need to investigate that.  

 Michal Agard said that TMF RM group is going to start working on V3. 
 
Next meeting will be held on December 15th. The Secretary for this meeting is Karen McCarthy Schau. 
 
  
Minutes submitted by Aliaa Badr (secretary) 


