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1. Roll Call – Members and Observers Present  (alpha order) 

Peter Alterman, SAFE-Biopharma Association;  Aliaa Badr, CareLex; Lou Chappuie, individual;  Troy 
Jacobson, Forte Research Systems; Rich Lustig, Oracle; Karen McCarthy Schau, Paragon Solutions;  Ayrat 
Sadreev, SureClinical; Catherine Schmidt, Sterling Bio; Zack Schmidt (Chair), SureClinical; Trish Whetzel , 
SureClinical advisor; Chris Ibell, SureClinical;  Junichi Ishida, Fujitsu Limited.  

2. Approval of Minutes 

No minutes were approved during this meeting. 

3. eTMF Standard Update 

The chair provided a summary of the work done so far in the Oasis eTMF Standard as follows: 

 Oasis eTMF standard spec and metadata vocabulary were published.  Then, they were 
reviewed and published responses to over 800 industry comments. 

 Based on the reviews, we updated the specification, the metadata, and machine code. 

 We worked with National Cancer Institute (NCI) to finalize a number of new metadata 
terms that the metadata group was working on. 

 The eTMF workgroup created the standards-based eTMF audit log which will be 
published in the specification 

The work to be done summarized as follows: 

 Finalize Committee Specification Draft R2 and review by TC  

 Publish the new metadata vocabulary terms to the National Cancer Institute’s NCI 
Thesaurus for public access. 

 Review the machine code with new metadata 

 Republish the spec, machine code, and metadata for public review. 

 After another round of public review, comment and cleanup, we will move this work for 
vote to be an Oasis standard. 

Zack mentioned that the Oasis eTMF standard is also going to be submitted for review as an ISO 
standard through the following steps: 

 Republish the spec, machine code 

 Publish new metadata terms to the NCI.  

 TC approval to release 2nd draft of committee spec draft at our next TC meeting. 

 TC to complete public review period for Committee Spec Draft 

 Get OASIS standard approved 

 Submit to ISO standards committee  
 

4. TMF Reference Model – TMF RM 3.0 

The TMF RM group recently presented an update to their model with TMF RM V3.0, released at the 
recent DIA global meeting on June 17 2015.   It’s notable that at the DIA global conference, the DIA 
disclaimed any support for the TMF RM Group’s opinions or views, or the materials presented at the 
conference by TMF RM representatives. 

http://www.safe-biopharma.org/
http://carelex.org/
http://forteresearch.com/
http://www.oracle.com/us/industries/health-sciences/overview/index.html
http://www.consultparagon.com/
http://sureclinical.com/
http://www.sterlingbio.com/
http://sureclinical.com/
http://sureclinical.com/
http://sureclinical.com/
http://www.fujitsu.com/global/
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Unfortunately, the TMF RM group published the TMF 3.0 version without any public review or public 
comment. Additionally, they never submitted this new version to OASIS for feedback, nor did they 
make anyone at OASIS aware of their work product before it was publicly announced at DIA’s global 
conference. 

Zack summarized some issues with the TMF RM V3.0 work: 

 The TMF RM group surprised the industry by not making a reasonable outreach for 
public review of their work product.   Key leadership of the TMF RM group including 
Karen Roy its chair, did not share the new 3.0 version of the TMF RM with OASIS prior to 
its release. 

 No press release was done announcing the availability of the TMF RM v3.0 for public 
comment and review prior to its release. 

 Comparing V3.0 to V2.0, the TMF RM group has decided to delete approximately ten 
classification terms (or what they call artifacts). 

 Users of TMF RM V2.0 do not have compatibility with the new TMF RM V3.0.  

 For users to adopt V3.0, they may need to remove some classification terms from their 
TMF filing plans. 

Oasis adopted V2.0 of the TMF RM (released on June 2012) and the current Oasis eTMF content model 
has 100% compatibility with V2.0 of the TMF RM.  Zack also added that we have published terms with 
the NCI based on V2.0 of the TMF RM.  

While the OASIS eTMF model can support both V2.0 and V3.0 of the TMF RM, there are issues that the 
TC should discuss and resolve. 

 There was discussion among Rich Lustig, Zack Schmidt, Aliaa and Peter Alterman around 
whether the OASIS eTMF standard content model should seek to support V2.0 or V3.0 of the 
TMF RM or both versions. 

 Zack pointed out that the TMF RM group’s action to delete TMF RM terms will cause 
challenges for many in the industry as it breaks backward compatibility for existing users’ of 
the TMF RM V2.0.  Users of TMF RM V2.0 will not have compatibility with V3.0 in some 
software, if it doesn’t support OASIS eTMF  

 The other question is the TC policy with regard to future changes made by the TMF RM 
group - how we should deal with future changes by the TMF RM group when they come up, 
especially when there is no public review announcement or effort for outreach to OASIS.    

 Zack asked for comments or contributions about the suggested policy with respect to future 
changes to the TMF RM by the TMF RM group and how we can better work with them. 

Aliaa Badr mentioned that the OASIS eTMF content model offers great flexibility in supporting new 
terms in any version of the TMF RM, including V2.0 and V3.0.    

Peter Alterman said that he sees the basic problem as metadata terms should be standardized across 
the conceptual horizon and almost all metadata terms in V2.0 should be transferable to V3.0. Peter 
Alterman thinks that the metadata work is not supposed to start from scratch and the group should be 
able to do the required mapping. Zack agreed and replied that most of the metadata terms have been 
reviewed and commented on.    

Peter Alterman said that he thinks that we will have two metadata frameworks: one for those who want 
to use V2.0 and another one for those who want to use V3.0. He also thinks that we do not know how 
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much effort is required to do the mapping between the two versions of the TMF RM; but generally, the 
metadata is pretty solid and standardized on the elements.  

Karen McCarthy Schau stated that most organizations don’t use the TMF RM as it is published, they 
modify it to meet their organization’s needs, so the changes between TMF RM V2.0 and V3.0 are not 
significant.  Lou commented that we should generally consider how to handle deprecation of TMF RM 
terms as it impacts the way businesses work.  

Zack finally said that this topic needs to be discussed further before voting and ideas can be shared 
through emails. 

5. Audit Log Record – Added to Spec 

The workgroup has done a lot of work on the eTMF audit log format which will be published in the next 
specification release.  It is based on an ASTM standard and records the recommended audit information 
for every content item as well as an action history.  A globally unique tracking record is added to a log 
for every content item added, deleted or modified. Each content item will have a globally unique ID so 
that across the systems anybody can exchange items and they have a globally unique identifier.  
However, one of the issues is whether the audit log should be in a separate file or should be included in 
the eTMF code package (or RDF/XML package), which is an owl file. The owl file is suggested to include 
the audit log for each content item, resulting in a quite large owl file. The other option is to include the 
audit log in a separate file and the owl file points to the audit log. Zack asked about thoughts of 
exchange of these audit logs. 

Lou asked about the advantages and disadvantages of including vs excluding the audit log information in 
an OWL file. Zack replied that one of the advantages of including the audit log within the OWL file is that 
all required information is included in only one file. In this way, sharing of such information is easy as 
everything is included in one single file. On the other side, these audit logs are quite large because every 
time somebody makes a change to a content item, audit record is added to the file. This may result in an 
exchanged file with size that is fifty times bigger than it needs to be. 

Today, content items are separate from the owl file. Hence, it may make sense to point to the audit log 
in the owl file in the same way references are added to content items. In this way the owl file size is 
much smaller and its content is much clearer and modular. 

Lou mentioned that from CROs perspective at study wrap up, it is beneficial to send everything including 
the entire audit log history for all changes applied to documents in this study. From a package 
perspective, it is better to include everything in one file. However, from interoperability perspective we 
may not want to add this information to the owl file (as audit log may not be needed in some cases for 
owl exchange).  

Trish Whetzel asked to what extent the size of the audit log may get. Zack said it could be a huge burden 
on a cloud based system. A file could reach up to 500 MB which could slow down the communications as 
there is so much information to transfer in a single time and the communication could be hampered. It 
could be more efficient to split the files as there might be cases when such information is not required in 
an exchange.   

Zack summarized that the TC is leaning towards a separate audit log file with a pointer from the OWL file 
to the audit log file. 

6. New Business 
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No new business was proposed by the group.  

 

Members can forward agenda items to Zack at zs@sureclinical.net . 

 

Next general Oasis eTMF TC meeting date is deferred to September 14th  

Meeting adjourned at 10:00 a.m. PT (1:00 PM ET)  

 

Minutes submitted by Aliaa Badr(secretary) 

mailto:zs@sureclinical.net

