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OE Domain - Agenda 
 

• Project Background 
• OE Domain 

� Description/Overview 
� Structure / Variables Table 
� Assumptions 
� Examples 

• CT Requests, status 
• Others 

� Dependency considerations with TAUG-MS 
� Validation Rules and Define-XML, metadata needs / suggestions 

• Timelines 
• Q&A 
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OE Domain - Project Background 
• Started as an attempt to develop the standard to 

report findings for ophthalmic examinations (EYE 
examinations) in clinical trials 
� Specialized domain, NOT a general Physical Exam  

• Team organized during 3Q2013 
• Work started in 4Q2013 
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OE Domain - Project Background 
(cont.) 

• Thought of as a “simple, easy, project” at the 
beginning   
� Faced major questions and debate that needed 

decisions from the SDSLT1&2 

• Resolution provided after Internal Review 
 

 
 
Notes: 
1. Place to hold terms “OD”, “OS” and “OU” 
2. Pros and Cons of One versus Multiple Findings domains for ophthalmic data 

evaluated and presented to the SDSLT. 
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OE Domain - document layout 
 
• Based on SDTMIG 3.3 Template 
• Examples in Excel file 

� As an attachment 
� Presentation similar to Oncology Domains 
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OE Domain - document layout 
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OE Domain - document layout 
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OE Domain - document layout 
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OE Domain - document layout 
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OE Domain - document layout, cont. 
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OE Domain - document layout, cont. 
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OE Domain - Examples layout 
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OE Domain – New Variable Requested 
 

• New variable requested to store widely known 
ophthalmology terms OD/OS/OU 
� New Identifier variable to be part of SDTM in version 1.5, 

available in all Domain Classes was approved: 
• FOCID (Focus of Study-specific Interest): 

 
• Continue on next page   
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OE Domain – New Variable Requested 
 

• FOCID versus –LOC/--LAT/--DIR/--PORTOT 
� FOCID: Identifier variable with Core=“Exp” in OE and Core=“Perm” in 

other domains that hold ophthalmic data, where --LOC is allowed 
� --LOC and --LAT/--DIR/--PORTOT, Record Qualifier variable and its 

variable qualifiers with Core=“Perm” 
• This is the SDS recommended way to provide location 

information 
� A bit of redundancy is acknowledged with the terms in FOCID versus 

the --LAT terms plus --LOC term when --LOC=“EYE”; however, NOT 
when location refers to a part of the eye 
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OE Domain – Other Guidelines 
 

• General guidelines for –TEST/--TSTDTL / 
METHOD in Findings domains, ophthalmic data 
� All with CT 

 
A few Ophthalmic TA like guidelines1: 
• Guidelines for CATs/SCATs for ALL ophthalmic findings 
• Guidelines for linking to other standard Domains 

� i.e, PR 
 

1. Not covered elsewhere at the present time 
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OE Domain – CT Requests, Status 
• FOCID, new extensible codelist with terms “OD”, “OS” and 

“OU” for ophthalmic data – for public review 12Sep2014, 
production release expected 19Dic2014 

 
CT for ophthalmic tests and methods is extensive, currently only 
addressing terms included in examples 
• OETESTCD/OETEST, new extensible codelist with a few terms – in 

progress to submit1 

• MOTESTCD/MOTEST, new terms – in progress to submit1 
• METHOD, new terms - in progress to submit1 

 
• LOC, new terms for parts of the eye not yet in CT – pending 

 
ÆFeedback on next package(s) of CT for public review 
appreciated 
 
1. CDISC Notes may include “only applicable when FOCID=“OD”|”OS”|”OU” 
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OE Domain – Dependency with TAUG-MS 
• TAUG-MS released with a Provisional status 

� It included the draft OE Domain used for Internal Review 
� To be updated once OE Domain is final (OE expected to 

be released with the SDTMIG 3.3) 
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OE Domain – Validation Rules 
 

• TBD – will require meeting with SDTM Validation 
Rules Team 

• Note: 
� Cross-Domain Validation Rules need more attention that 

originally envisioned due to the split of ophthalmic 
findings in different SDTM domains 
 

• To be incorporated in SHARE at a later date 



© CDISC 2014  

OE Domain – Define-XML considerations 
 

• Need appropriate Value Level Metadata definition 
to help check consistency in usage 
� CT subsets; i.e., Valid --TESTCD/--TEST / --TSTDTL / 

METHOD for each Findings domain holding ophthalmic data 
(OE, MO, NV, etc.) 

� Basic Where Clause: FOCID in FOCID codelist subset 
applicable to ophthalmic data 

• i.e, FOCID in (“OD”, ”OS” and ”OU”) 
� More complex Where Clauses may be needed: 
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OE Domain – Define-XML considerations 
Working on a Define-XML 2.0 basic example for an 
ophthalmic study. 
� VLM for MO.MOORRES, MO.MOORRESU & 

MO.MOSTRESU with WCs similar to the ones illustrated for 
VSORRES and VSORRESU below: 

• Plus: FOCID IN (“OD”, ”OS”, ”OU”) 
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OE Domain – Tentative Timeline 
 

• Draft for Public Review 
� Scheduled to be included in Batch 2 for public review of 

the SDTMIG 3.3 

• SDTM 1.5 and SDTMIG 3.3 Production Release 
� TBD: still during 2014 as per current understanding  
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OE Domain – Examples 
 
 

• Brief look at one the Examples 
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Thank you! 
 
Questions?  

 
 
 



© CDISC 2014  

SDS Ophthalmology Sub-team 
• Marcelina Hungria (Sub-team Lead), DIcore Group, LLC 
• Shannon Labout, (co-Lead, not active), CDISC 
• Anthony Chow, CDISC 
• Bess LeRoy, Critical Path Institute 
• Donna Bezner, QCP Support 
• Jon Neville, Critical Path Institute 
• Joyce Hernandez, Consultant 
• Kim Truett, KCT Data Inc. 
• Melanie Fuellbeck (not currently), Bayer Health Care 
• Susan Potts, SDC 

 
• Special thanks to Fred Wood, Diane Wold, Dan Godoy and the rest of the 

CDISC SDS LT, Bernice Yost, Erin Muhlbradt, Randall Austin and all other 
reviewers who provided feedback during the Internal Review period plus 
Amy Palmer and Joe Ben Clark for continuous feedback and support 
 

• Thanks in advance to any future reviewers – we look forward to 
your feedback during the public review period! 

 


