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OE Domain - Agenda

* Project Background

* OE Domain
= Description/Overview
= Structure / Variables Table
= Assumptions
= Examples
* CT Requests, status

e 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 SDSLT'&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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P e - OE - Description/Overview for Opht ic E inations D in Model
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Ophthalmic Examinations system, and to determine how well the person cam see.

Domain Model . ) . o .
OE - Specification for Ophthalmic Examinations Domain Model

[P OE - Assumptions for oe.xpt, Ophthalmic Examinations — Findings, Version 3.3. One record per ophthalmic finding per method per location, per time point per visit per
Ophthalmic Examinations (Zmbject, Tabulation
. Varisble Variable Label Trpe Controlled Terms, | Rale CDISC Notes Core
Domain Model Name Codelist or Format
' STUDYID | Smdy ldentifier Char Idenrifier | Unique ientifier for a stady.
[T OE - Examples for Ophthalmic i = = - =
o i DOMATY | Domsin Abbreviation Char oF Ifenifer | Two-chamcrer abbrsviation for the domain most |Req
Examinations Domain Model relevant o the observation. The Dousin
abbreviation is also usad as a prefix for variables to
ENSUTe UNNJUenSss damasets are
USUBID | Unique Subject [dentifier Char Itenrifier | Hdentifier used bo umiuely identify a subject across |Eeg
all stadies for all iCan 7
involving the product.
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OE Domain - document layout
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CDISC SDTM Implementation Guide (Version 3.3)

[P 6 Domain Models Based on the General

\//;‘_/ Obsewation C|asses Variable Variable Label Type ‘Controlled Terms, Role CDISC Notes Core
= . R Name Codelist or Format
[ 63 Findings FOCD Focus of Study-specific Interest | Char FOCD) ldensifier |Identification of a focus of study-specific Emp
i inati interest on or within a subject or specimen.
={p Ophthalmic Examinations (OE) wx:hﬂh-:ﬂa =
- - test, or mmation was
I oE- Desc_np‘[lon[_Ove_rwew for ) e
Ophthalmic Examinations Domain In the case of the OF domain, the varizble is
‘used as a key identifying variable to store the terms
Maodel “0D7, “0S” and “OUr". Refer to Assumption 2.
IF oE- Specification for Ophthalmic OESEQ | Sequence MNumber Hum Ideadfier | Sequence D=t e
o . ‘within 2 dataset for a subject. May be any valid
Examinations Domain Model mummbar (including dacimals) and does not hava to
startat 1.
[F OE_'_QSSL{mpt'O”S qu Ophthalmic QEGRFID | Group ID Char Identifier |Optional group identifier, used to link togethers | Perm
Examinations Domain Model lack of related records within a subject in a domain
(Section 3.4).
[F oE- Examples for Ophthalmic OELNEID |Link ID Char Identifier | Identifierused to link related records across Perm.
B & - domains. This be a one-to-one ‘ome-to-
Examinations Domain Model many relstionship. For Exampla: & single location
and its qualifiers may have multiple
based on a procedure
performed at a smdy visit and OELINEID used to
link to the specific procedure performed.
OETESTCD | Short Name of Measurement, | Char (OETESTCD) Topic Short character valne for OETEST used 3s a column | Raq
Test or Examination ‘name when converting a dataset from a vertical

format to a horizontal format. The short valne can
‘b up to 8 characters. Examples: NUMLCOR
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OE Domain - document layout
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CDISC SDTM Implementation Guide (Version 3.3)
o F 6 Domain Models Based on the
“ - Variable Variable Label Type Controlled Terms, [ Role CDISC Notes Core
é General Observation Classes b — s e i
= [P 6.3 Findings OETEST  |Name of Measuremens, Testor | Char (OETEST) Synonym |Long name for test Example: Number of Letters | Req
Examination ualifier | Correer for OETESTCD=NUMLCOR.
={F Ophthalmic Examinations (OF) of e i
OETEST itional terms for tests:
P oE- Description/Overview for & +  OETESTCD and OETEST must have a 1:1
Ophthalmic Examinations +  OETEST,OETSTDTL axd OEMETHOD are
Domain Model expected to uniquely differentiate a test.
EF o Result snd other varisble’s values
— 1fi 1 ‘may have a different i
OE SpE.‘C-IfICatIO[T for_ = e
Ophthalmic Examinations test, It means that more granular
- Value Level Meatadata (VLA
Domain Model medmhe&ﬁndia-w:?
- interpretation of findings.
EP OE - Assumptions for - —
. . . OETSTDTL |Messurement, Test or Char - Varizsble |Further description of OETESTCD and Perm
Ophthalmic Examinations Examinston Detail Qualifier |OETEST. Example: “Charr Distance 3.2m ™ when.
- of OETESTCD =NUMLCOR.
Domain Model OETEST |eer piores for )
B €D and
P oF - Examples for Ophthalmic DETEST
Examinations Domain Model OECAT Caegory Char . Grouping | Used to define a category of topic-varisble values. | Perm
Crualifier |Examples: VISUAL ACUITY, CONTRAST
SENSITIVIY, OCULAR. COMFORT.
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OE Domain - document layout

OE - Assumptions for Ophthalmic Examinations Domain Model

1. This specialized domain includes findings for all phy=iological ophthalmic examinations, regardless of its ongin; 1.2, collected on 3 CEF, recerved from 2
central provider er vendor, or assessed by other means.

a. Al meorphological ophthalmic examinations are expected to be included m the MO domamn. However, the zudelines and azsumphons applicabls to
the OF domain are to be applicable to the ophthalmic examinations included in the MO or other Findingz domains as well.

b. Regardless of the SDTM domain the ophthalmic examinations data 15 stored (MO, OE and others), 1t should be possible to create a combined
logical view (OE Single Virtual View) of all ophthalmic examinations without conflict on the use of the vanables included with respect to any
guwidelines on variable requirements or CT. It means that all detailed metadata ttems applicable to each SDTMIG domain holdmg ophthalmic
findings, includmg key structure and CT applicable to vanables of each domain, should have the sames defmition. When data 15 integrated m a
single virfual view of all ophthalmic findings, all detailed metzdata must be consistent regardless of the finding to be considered a morphelogieal or
phy=ielogical finding.

1. The OE Single Virtual View chould pass the validation ruleq| defined for the OE Domain.

© 2013 Clinical Data Interchange Standards Consortium, Inc. Al rights reserved QE-Page B
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OE Domain - document layout, cont.

Y Section 6.3 - OF Domain v0.27(draftforPR)changelastpage.pdf - Adobe Reader ™ — T = ——
File Edit View Window Help *
d% @ @ (% Tools | Sign | Comment
D Bookmarks [« B
EP CDISC SDTM Implementation Guide (Version 3.3)
—| [T 6 Domain Models Based on the General
\//%"J Observation Classes OE - Examples for Ophthalmic Examinations Domain Model

={F 63 Findings Detailed examples of ophthalmic examinations are presented in the spreadsheet attached to this PDF document Ta access the example spreadsheet, follow the

instructions below.

={F ophthalmic Examinations (OE)

[ oE- Description/Overview for
Ophthalmic Examinations Domain 2. The “Attachments Panel” will open azd you will be able to select and open the attached spreadsheet.

1. From the “View” menu select “Navigation Panels” and then selact “ Attachments”, or click hera_

Model Notes on the spreadsheet:

o i *  The first tab ChangaHistory contains a log of changes to the examples provided.
fF' OF - specification for Ophthalmic *  The second and third tabs, OF(SingleVirtualView) and its SUPPOE (Single VirtualView), contain examples of ophthalmic findings when looked as a

Examinations Domain Model combinad/joined single virtual view of all physiological and morphological ophthalmic findings data.
. . *  The fouth and ffih tabs. OF azd SUPPOE. contain les of physiological ophthalmic findings and i 1 1 qualifier variables
[F OE — Assumptions for Ophthalmic &  The sixth and seventh tabs, MO and sts SUPPMO, contain examples of morphologieal findings and 1 1 qualifier
o i variables.
ExapiatiensliomaipiModel *  The eighth tab, PR, contain: examples of PR data for any proceds ted to the
P oE- Examples for Ophthalmic *  The ninth tab, DJ, contains examples of DI data for any devices tated to d formed iated to the ophthal
S : ®  The tenth tab, DU, contains examples of DU data for any device settings iated to dures performed associated to the ophthalmi i
Examinations Domain Model »  The eleventh tsb, RELREC, contains an example of the RELEEC dataset ing tha ralati batwasn i inations domain(s) and

any other domain included i the examplas
»  Eachofthe -Domain- datz tabs include any supplementzl qualifier variables needed, listed 25 QN AM [Variable name (Varizbla label)] to facilitate
visualization.

11.00 x8.50 in Ll ([} 3
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OE Domain - document layout, cont.
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CDISC SDTM Implementation Guide (Version 3.3)

OE - Examples for Ophthalmic Examinations Domain Model

Detailed examples of ophthalmic examinations are presented in the spreadsheet attached to tlus PDF do
instructions below.

1. From the “View™ menu select “Navigation Panels™ and then select “Attachments”, or click
2. The “Attachments Panel” will open and you will be able to select and open the attached spreadsheet.

Notes on the spreadsheet:

o The first tab ChangeHistory contains a log of changes to the examples provided.

*  The second and third tabs. OE(SingleVirtualView) and its SUPPOE(SingleVirtualView), contai
combined/joined single virtual view of all physiological and morphological ophthalmic finding

*  The fourth and fifth tabs, OF and SUPPOE, contain examples of physiological ophthalmic fin

*  The sixth and seventh tabs, MO and its SUPPMO, contain examples of morphological ophthali
variables.

*  The eighth tab. PR. contains examoles of PR data for anv procedures performed associated to 1
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OE Domain - Examples layout

X -+ SDTM OE Findings Domain IG - Examples - V0_26(draftforPR).xlsx - Microsoft Excel || E] [
Home Insert Page Layout Formulas Data Review View Acrobat QuickBooks SAS (] 0 o B OER
B E em ok =E= e - ¥y 5mwa
- 5a- -
Paste 7 u- - oL 9 | %0 .00 Conditional Format  Cell Insert Delete Format Sort & Find &
- y - @ 2ol = " 8 i e Formatting ~ as Table = Styles ~ bl " - 2~ Filter~ Select~
Clipboard Font ] Alignment ] Mumber (] Styles Cells Editing
B3 - Jx | For purposes of facilitating a global view of ophthalmic examinations, this set of OE examples is combined with the MO examples as a ~
logical view (single virtual view) of all ophthalmic examinations and presented as an aggregated domain in tab OE(SingleVirtualView). The =
A B | c | D \ E [ ] G | H | 1 | J | K -
[
1 lee xpt Legend columns headings: Italics - Key variable, Color (beige) - CT
2 Rrol-| stupvin[~-]| pomav[-] wususnp -]  Focp [-] oeseq-]| OEGRPID -] OELNKID -] oOETESTCD] -] OETEST -] oesmn |-
For purposes of facilitating a global view of ophthalmic examinations, this set of OE examples is combined with the MO examples as a logical view (single virtual
| view) of all ophthalmic examinations and presented as an aggregated domain in tab OE(SingleVirtualView). The modelling of ophthalmic examination in Finding
| domains is expected to follow the same structure and CT guidelines regardless of the individual domains chosen.
Note:
There are many grey areas and some disadvantages that the Ophthalmelogy team has tered while reviewing the use cases. Therefore, the team felt it was necesary
l to illustrate some of those cases. Notes highlighted in blue illustrate specific cases of disadvantages or issues faced when trying to model ophthalmic examinations in
I separate domains. The summary of pros and cons of using one domain versus multiple domains prepared by the Ophthalmology subteam is presented in the last
|3 spreadsheet " OneVsMultipleDomainsDecision" in this workbook.
|
Example 2: This example illustrates the case when all tests scheduled were not done for a visit. Note that in this case variable FOCID is not populated.
| This case also illustrates one of the practical inconveniences of having to split ophthalmic examinations in separate Findings domains. A similar NOT DONE record will have
| to be included in the MO d
a
5 1 XXX OE XXX- 450-110 1 \ | [oEaLL Ophthalmic Examinations
Example 6: This example illustrate the measurement of intraocular pressure on both eyes at one visit.
6 Note: This is a 'grey-area’ case. It is hard to determine whether it is morphology (MO) or functional {(OE). We don’t have a clear CAT value for it yet.
7 (1 XYZ OE XYZ- 100-001 oD 1 10P Intraocular Pressure
8 (2 XYZ o] XYZ- 100-001 Qs 2 10P Intraocular Pressure
Example 7: This example demonstrates I0P measurements for an 10P-lowering study. The study protocol requires 10P to be measured at least two times per eye per visit
per timepoint. If any of the two measurements is higher than the predetermined normal range (18 to 22 mmHg), then take the third measurement. Rows 1 to 3: At Visit 1 -
M 4 » M| ChangeHistory .~ OE(SingleVirtualView) .~ SUPPOE(SingleVirtualView) | OF ~SUPPOE MO . "SUPPMO PR /DI - DU J]4 | il | »
Ready | 3 EEE @ 100% (= U (+)
7 =N |[=] — zl
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OE Domain — New Variable Requested

* New variable requested to store widely known
ophthalmology terms OD/OS/OU

= New /dentifier 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

&cpisc
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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 guidelines’:
* Guidelines for CATs/SCATSs for ALL ophthalmic findings
» Guidelines for linking to other standard Domains

= je, PR

1. Not covered elsewhere at the present time

©cpisc,
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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 submit’

« MOTESTCD/MOTEST, new terms — in progress to submit’
« METHOD, new terms - in progress to submit'

« LOC, new terms for parts of the eye not yet in CT — pending

—~>Feedback on next package(s) of CT for public review
appreciated

1. CDISC Notes may include “only applicable when FOCID="OD”|”OS”|”’OU”

¢coisc
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OE Domain — Dependency with TAUG-MS

« TAUG-MS released with a Provisional status
= |tincluded 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)

&cpisc
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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

©coisc
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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 /
METHOQOD 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:

¢coisc
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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”, *0S”, "OU”)

File Edit Find Project Options Tools Document Window Help
Oe@d  4iQE  2es>
S— { xpath2.0 - | BE- N RN RICY SC S AE NS

External To

axon-EE -

a e

O BE dosle Taboo! News< Googlass Fooulu = TeaTune

# * define2-0-0-example-sdtm-oe-ctoml* x|

o T ey WL W T O B | T L 067 «CheckValue>USA</CheckValue>
SOTM-16 3.3 Value Level Metadata - VS [VSORRES] 1008 </RangeCheck>
Annotsted Cass Report Forn [T e 023 </def:WhereClausees> L
Resewers Guide 1100 =) <def:WhereClauseDef WC.M0. MOTESTCD. THICK">
Pty s i 1101 = <RangeCheck 5 ="Soft" def:Iter0ID="IT.MO.MOTESTCD" Comp "EQ">
+ waue Livel Masadats SIINEEEE WG PUAN (Gioriets Wil et | Wb =11 1102 <CheckValue>THICKS/CheckValue>
* Controlled Terminology VSORRES | VETESTLD EQ FAMSIZE (Bofy Frame Sie) et & | "SMALL™, "MEDIUM", "LARGE"] | CRF Page 11 | _ 1103 </RangeChecks
. — 1104 RangeCheck 5 "Soft" def:Item0ID="IT.MO.FOCID" C:
FCeminanes VS0RA2S | VSTESICD £Q HEIGHT (regrn) fost 51 Grrom| N <RangeCheck 5 “; s e Comp:
T = Py 1108 <CheckValue>0D</CheckValuey
[P e ..m. - rriadi [ 1108 <CheckValue>0S</CheckValue>
o T T =y 1107 <CheckValue>0U</CheckValue>
1108 </RangeChecks>
ple 1108 = <RangeCheck "Soft"™ def:ItemOl] "EQ">
NURH LRI PV D VO TVIOHAEI] (de 1110 <CheckValus>XYZ</CheckValus>
ee 1111 «/RangeCheck>
- 1112 </def:WhereClauseDefs !
D — e [ i vk
QLD o the ItemGrourded that defines the subpect level Sxtase’™ [y PN P
-
The Geta SOMAted orly INCUAEE SUDHICES 1 Ehe USA Bnce atr
[t




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

©coisc
——————————————————————————————



O Domain — Examples

* Brief look at one the Examples

M CoieC



Thank you!

Questions? ?)
.)
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SDS Ophthalmology Sub-team
B

* Marcelina Hunaria (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!
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