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PhUSE CSS Collaboration

e Mission:

§ *“...bring together academia, industry, technology
providers and the FDA to collaborate on projectsto
address unmet computational science needs.”

* Working Groups:
§ Optimizing the Use of Data Standards

§ Development of Standard Scripts for Analysis and
Programming

§ Non-Clinical Roadmap and Impact on Implementation

§ Emerging Technologies
§ Semantic Technology
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Semantic Technology Working Group

Investigate the application of W3C semantic standards to
support the clinical and non-clinical data life-cycle from
protocol development to submission to regulatory
agencies.
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Semantic Technology Teams

e Semantic Technology Primer *
* Representation of CDISC Foundational Standards in RDF *
e Protocol and Study Design Representation in RDF

* Representation of Analysis Metadatato Support Clinical and
Non-Clinical Applications

* Representation of Regulations and Guidance in RDF
* Representation of CDISC Conformance Checksin RDF *

« keyCRF: Reusing Medical Summaries for Enabling Clinical
Research

* Completed project
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Introduction and Rationale

0 D1



Recall CDISC Mission

The CDISC mission is to develop and support
global, platform-independent data standards that
enable information system interoperability to

Improve medical research and related areas of
healthcare.




Recall CDISC Principles

* Recognize the ultimate goal of creating regulatory
submissions that allow for flexibility in scientific
content and are easily interpreted, understood,
and navigated by regulatory reviewers.

« Acknowledge that the data content, structure and
guality of the standard data models are of
paramount importance, independent of
Implementation strategy and platform.

« Work with other professional groups to encourage
that there is maximum sharing of information and
minimum duplication of efforts.
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W3C Semantic Standards

e Can express a wide range of information
§ Meta-models, models, data

« Consistent language and modeling framework
 Formal, computable, executable
 |dentical at design and run-time

» Designed for
§ Platform independence
§ Semantic interoperability
§ Sharing and linking information

 Proven backbone of the semantic web
 Acronyms: RDF, RDFS, OWL, SKOS, SPARQL
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W3C Resource Description
Framework (RDF)
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Resources

« A resource is anything we like to talk about

Uniform Resource Identifier
§ http://rdf.cdisc.org/std/sdtmig-3-1-2#Column. AE.AEOUT

Namespaces
§ sdtmig-3-1-2: "http://rdf.cdisc.org/std/sdtmig-3-1-2#"

Qualified Names
§ sdtmig-3-1-2:Column.AE.AEOQUT

Creates globally unique identifiers

A representation of a resource can be made
available over a network or the web
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Triples

« Statements about resources, e.g. attributes

§ Subject: sdtmig-3-1-2:Column.AE.AEOQUT
§ Predicate: mmes:dataElementName
§ Object: "AEOUT"

« Statements about resources, e.g. relationships
§ Subject: sdtmig-3-1-2:Column.AE.AEQUT
§ Predicate: mmes:dataElementValueDomain
§ Object: sdtmct:C66768
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Graphs

| @ sdtmig-3-1-2Model SDTMIG-3-1-2 |

| @ sdtmig-3-1-2:Dataset.CE

@ sdtrig-3-1-2:Dataset.MH

& sdtmig-3-1-2:Dataset.DV |

| @ sdtmig-3-1-2:Dataset.DS |

| 4 sdtmig-3-1-2:Dataset AE |

| 4 sdtmig-3-1-2:Column. AEAEOUT | | & sdtrnct:CA6T63

::&q\?'f'—:.*'—: t
| 4 sdtm-1-2:DataElement.Event.--OUT

@ cDISC



Schemas and Ontologies

* A set of resources and predicates that defines a
vocabulary or ontology

* Resources can be organized in classes
* Predicates and classes are also resources

« W3C defined schemas

§ Resource Description Framework (RDF)
§ RDF Schema (RDFS)

§ Web Ontology Language (OWL)

§ Simple Knowledge Organization (SKOS)
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CDISC Foundational Standards

RDF Schemas

€ cDisC




Layered Schemas

CDISC Schema

CT Schema

Meta-Model Schema
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Meta-Model Hierarchy

M3: Meta-Meta-Model

RDF
M2: Meta-Model
1SO 11179
M1: Model
CDISC
MO: Model Runtime
Data
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ISO 11179 Metadata Registry Std

Y

Assertion

Concept

Fiy

Concept System

Object Class

-

C41331

Characteristic

C20200

Data Element
Concept

Conceptual
Domain

Value Meaning
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OWL Classes: Meta-Model Schema

%t @~ =0

0 Administereditem
@ Classifier
0 Context
@ DataCollectionForm
@ Dataset
@ DatasetContext
& Domain
0 DomainContext
@ Model
@ VariableGrouping
& DataElement
0 DataElementContext
& Column
0 DataCollectionField
0 PermissibleValue
& ValueDomain
0 EnumeratedValueDomain
skos:Collection
skos:Concept
skomConceptScheme




OWL Classes: CDISC Schema
O Ceses ¥r e~ "n

4| owkThing (0 + 2)|
4 mmsAdministereditemn ([0 + 2)
@ cdiscs:Assumption
0 cdiscs:DocumentationSection
0 cdiscs:Recommendation
0 cdisce:ValidationRule
P mms:Classifier (0 + 2)
@ cdiscs:DataElementCompliance
0 cdiscs:DataElementRole
L] cdiscs:DataklementType (2)
@ cdiscs:ValidationRuleCategory
mms: Context

mms:DataElement
mms:PermissibleValue
[ mms:ValueDomain
[ ckos:Collection
skos:Concept
skos:ConceptScheme




CDISC Foundational Standards

RDF Datasets
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Accessing GitHub

 The first release of the Foundational Standards in
RDF is available on GitHub

https://github.com/phuse-org/rdf.cdisc.orqg

* To access the code:
§ Download a zip archive &> Download ZIP
§ Clone the project
e Guidance in the RDF Reference Guide
e Contact Geoff Low: glow@mdsol.com
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https://github.com/phuse-org/rdf.cdisc.org
https://github.com/phuse-org/rdf.cdisc.org
mailto:glow@mdsol.com

Project Structure

 Navi . C R BE| 8 Y= O)
4 I rdf.cdisc.org [rdf.cdisc.org master] -
i [ import-files
I [ resources
4 [ schemas

E—a cdisc-schema.owl i

[e] ct-schema.owl [hip /oot

[¢} meta-model-schema.owl |
4 [ std
E—a adam-2-1.tt [hi
[¢] adamig-1-04t [0
[} all-standards.ttl |10
[} cdash-1-1.4tl [k
[} sdtm-1-2.tt
[¢] sdtm-1-3.t |
[} sdtmig-3-1-2.4t1 [hiip o
[} sdtmig-3-1-3.8t1 [hiip o
[¢} sendig-3-D.ttl 1o
4 [~ terminology-2013-06-28
[¢} adam-terminoclogy.owl [t

Ea cdash-terminology.owl [
E—a glossary-terminclogy.owl |
E—B gs-terminology.owl [hitp://rdf.cdisc
[¢} sdtm-terminology.owl [hitn i

[¢} send-terminclogy.owl ||
@ Jgitignore
[¥] .project
5, README.md
T readme.pdf w
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Graph Representation

| # sdtmig-3-1-3:Dataset. TV

| @ sdtrmig-3-1-3:Dataset.TS

mmsicon

| 4 sdtmig-3-1-3:Dataset.T1 | | 4 sdtmig-3-1-3:TrialDesignModel
mms:context

mscontext

| 4 sdtmig-3-1-3:Dataset.TE |

| @ sdtmig-3-1-3:Dataset.TA
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Resource Form

T

Resource Form =1
MName: |sdtmig-3-1-3:TrialDesignMudeI |
+ Annotations = (Other Properties
+ Incoming References mms:context
eyt L B & cdtmig-3-1-:Model SDTMIG-3-1-3 | =
4 sdtmig-3-1-3:Dataset. TA |= mms:contextDescription =
# sdtmig-3-1-3:Dataset. TE | = |Dataset5 to describe the design of a trial. | i
@ sdtmig-3-1-3:Dataset.TI A e R B
# sdtmig-3-1-3:Dataset. TS |= Trial Design Domain | =
# =dtmig-3-1-3:Dataset. TV | = mms:contextName =

|TriaIDe5ign | et

mms:ordinal =~

W |~

rdf:type ~

2 |mmsDatasetCunteu‘t |?
Fnrm| Browser | Graph | Source Code

€ cDisC




Navigating Across Resources

= Incoming References
— mms:context -
# sdtmig-3-1-3:Dataset.TA | =
’M Type: mms:Dataset - |v
4 [sdtmig-3-1-3{ ({Hold CTRL to navigate) | |[s) sdtmig-3-1-34th 53 ~ B
# sdtmig-3-1-2:Data cet.15
# sdtmig-3-1-2:Dataset. TV

Resource Form = = (BT

URL |htt|::-:ffrd'|‘.cdisc.orgfstdfsdtmig-}l-B#Dataset.TA |

« Annotations = Other Properties
+ Incoming References mms:.context -~
AUl ‘.’|sd'tmig-3-l-3:TriaIDesignModeI |V
# =dtmig-3-1-3:Column. TAARM |~ mms:contextlabel ~
# sdtmig-3-1-3:Column. TA.ARMCD \=  E|Trial Arms | =
# sdtmig-3-1-3:Column.TA.DOMAIN = noecieitibme
@ sdtmig-3-1-3:Column . TA.ELEMENT | = TA |=
# sdtmig-3-1-3:Column, TAEPOCH | = e
& <dtmig-3-1-3:Column.TAETCD | = s o
# =dtmig-3-1-3:Column. TASTUDYID [
4 |sdtmig-3-1-3:Column. TA TABRANCH = ‘““‘dm‘}de - .
L 2 |sdtmig-3 -1-3:Column. TA.TAETORD | = |TA |
# sdtmig-3-1-3:Column. TA.TATRANS | = cdiscedatasetStructure ™~
 cdiscs:documents £5] One record per planned Element per Arm | =
# =dtmig-3-1-3:Section. TA.000 |= rdf:type ™

'mms:Dataset |=

Form‘ Browser | Graph | Source Code

@cpisc R R R R R R R




RDF Text Serialization

d

mms
mms=
mms=
mms=

sdtmig-3-1-3:Dataset.TA

rcontext
rcontextlabel
rcontextName
rordinal

cdiscs:datasetCode
cdiscs:datasetStructure

mms:Dataset ;

sdtmig-3-1-3:TrialDesignModel ;

"Trial Arms"~"“xsd:string ;

"TA" M xsd:string ;

"29"rysd:positiveInteger ;

"TA" M xsd:string ;

"One record per planned Element per Arm"““xsd:string .

k
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RDF Query Language

Query Editer | Query Library

# Find all 5DTM variables with codelist C71113 -
PREFIX rmms: <http://rdf.cdisc.org/mms#:>
PREFIX sdtmct: <http://rdf.cdisc.org/sdtm-terminology®=
SELECT *deomain fvanable Tlabel
WHERE {
TdataElement mms:dataklementVYalueDomain sdtmct:C71113
TdataElement mms:context,/mms:contextLabel Ydomain .
TdataElement mms:dataklementMame Twariable .
tdataElement mms:dataElementLabel flabel .

h
14 I
[domain] variable label
Concomitant Medications CMDOSFRQ Dosing Frequency per Interval
Exposure EXDOSFRQ Dosing Frequency per Interval
Substance Use SUDQSFRQ Use Frequency Per Interval

@CDISC .
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SDTM IG Walk-through

0 D1 e



(o Mavigator (h Properties Eﬂaﬂgﬁ x > %E@ Y= 8

4 owlkThing (0 + 8704)

4 mms:Administereditem (0 + 8704)
cdiscs:Assumption (275)
cdiscz:DocumentationSection (63)
cdizcs:Recommendation
cdizcs:ValidationFule

4 mms:Classifier (0 + 14)
 cdiscs:DataklementCompliance (3)
cdiscs:DataElementRole (9)
cdiscs:DataElernentType (2]
cdiscs:ValidationRuleCategory
4 mmz:Context (0 + 50)
mms:DataCollectionForm
mms:Dataset (35)
mms:DatasetContext (7]
mms:Domain
mms:DomainContext
mms=sModel (2]
mms:VariableGrouping (6]
4 mm=:DataElement (150 + 818)
4 mms:DatablementContext (0 + 818)
~ mms:Column (818)
mms:DataCollectionField
mms:PermissibleValue (7183)
4 mms:ValueDomain (0 + 141)
mms:EnumeratedValueDomain (141)
[ skosiCollection
~ skos:Concept
skos:iConceptSchemne




f"']l‘ﬁtﬂntﬁm ‘}‘ﬁg T m

[Resource] mms:contextLabel

# sdtm-1-3:Model.SDTM-1-3 Study Data Tabulation Model (5SDTM) Version 1.3
L sdtmig-3-1-3:Model 5SDTMIG-3-1-3  Study Data Tabulation Meodel Implementation Guide (5DTMIG) Version 3.1.3

€ cDisC




Resource Form

URL | http://rdf.cdisc.org/std/sdtmig-3-1-3#Model, SDTMIG-3-1-3

b Annotations
= Incoming References

— mms:context

& sdtmig-3-1-3:EventsObservationClass

& sdimig-3-1-3:FindingsAbout

4 |5dtmig-3-1 -3:FindingsObservationClass

& sdtmig-3-1-2:InterventionsObservationClass

& sdtmig-3-1-3:RelationshipDataset

& sdtmig-3-1-3:SpecialPurposeDomain

& sdimig-3-1-2:TrialDesignModel

* Other Properties

mms:contextDescription ~

The Study Data Tabulation Model ks
Implementation Guide is a CDISC defined
guide for the implementation of SDTM
providing a detailed specification of the 5S0TM
domains,

mms:contextlabel ~

Study Data Tabulation Model Implementation | =
Guide (SDTMIG) Version 3.1.3

mms:contextMame

[ |sdtmig-3-1-3 | =

rdf:type ~

- mms:Model | =

Form | Browser Source Code

Graph

€ cDisC
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| !;! sdhn'&}—l—}.ttl &5 E

Resource Form

URL |http:f.."rd‘f.cd isc.org,/std/sdtmig-3-1-3#EventsObservationClass

* Annotations
+ Incoming References

+— mms.context -~

& sdimig-3-1-3:Dataset. AE

& sditmig-3-1-3:Dataset.CE

# sdimig-3-1-3:Dataset.DS

# sdtmig-3-1-%:Dataset.DV

& sdimig-3-1-3:Dataset.MH

+ Other Properties

mms:context -~

# sdtmig-3-1-:Model. SDTMIG-3-1-3 | =

mms:contextDescription ~

The Events class captures planned protocol =~
milestones such as randemization and study
completion, and cccurrences, conditions, or
incidents independent of planned study
evaluations cccurring during the trial (e.g.,
adverse events) or prior to the trial (e.g.,
medical history).

mms:contextlabel ~

[Events Observation Class | =

mms:contextName ~

|E1.rent5 | —

mms:ordinal ~

_E [

rdf:type ~

2 |mms:DatasetCuntart | B

Form | Browser | Graph | Source Code




Resource Form = = iz
URL | http://rdf.cdisc.org/std/sdtmig-3-1-3#Dataset AE |

+ Annotations
~ Other Properties

mmscontext

& sdtmig-3-1-3:EventsObservationClass | =
mms:contextlabel ~

\Adverse Events | =
mms:contextName -~

AE | =
mms:ordinal ~

3 [
cdiscs:datasetCode ~

AE | =
cdiscs:datasetStructure ™

\One record per adverse event per subject | =
rdf:type  ~

 mms:Dataset &2

b Incoming References

Form | Browser | Graph | Source Code

@cpisc




+— mms:context -~
# sditmig-3-1-3:Column. AEAEACN

# sdtmig-3-1-3:Column AEAEACNOTH
4 sdtmig-3-1-2:Column.AE.AEBDSYCD
# sdtmig-3-1-3:Celumn. AE.AEBODSYS

‘sdtmig-3-1-3:Column. AEAECAT
il [ Abenin 21 3 aluran AE AECOKMTET

+— cdiscs:documents
& sdtmig-3-1-3:Section.AE001

& sdtmig-3-1-3:Section. AE002
& sditmig-3-1-3:Section. AE003
& sditmig-3-1-3:Section. AE0D4
& sdtmig-3-1-3:Section. AE005
& sdtmig-3-1-3:Section. AE006
& sdtmig-3-1-3:Section. AE007
& sditmig-3-1-3:Section. AE008

+— cdiscs:about

& sdimig-3-1-3:Assumption.AE.001.001
& sditmig-3-1-3:Assumption.AE.001.009
& sdtmig-3-1-2:Assumption.AE.002.005
& sdtmig-3-1-3:Assumption.AE.004.002
& sdtmig-3-1-3:Assumption.AE.004.004
& sditmig-3-1-3:Assumption.AE.005.002
L ‘=dtmig-3-1-3:Assumption. AE.006.003
# sdtmig-3-1-3:Assumption.AE.006.005
& sdtmig-3-1-2:Assumption.AE.007.001
& sdtmig-3-1-3:Assumption.AE.008.001

@CDISC wiiui
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Resource Form =R
LRL |http:ffrdf.cdisc.orgfstdfsdtmig-3-1-3#Cqumn.AE.AEACN |

+ Annotations
= Other Properties

mms:context ~

# sdtmig-3-1-3:Dataset. AE |~
mms:datatlement =~

@ sdtm-1-3:DataElement.Event.--ACN | =
mms:databElementDescription ~

Describes changes to the study treatment as a result of the event. AEACN is specifically for the £

relationship to study treatment. AEACMOTH is for actions unrelated to dose adjustrments of study
treatment. Examples of AEACN values include ICH E2B values: DRUG WITHDRAWRN, DOSE REDUCED,
DOSEINCREASED, DOSE NOT CHAMGED, UNKNOWM or NOT APPLICABLE.

mms:dataElementlabel ~

\Action Taken with Study Treatment | =
mms:dataElementName -~

AEACN | =
mms:dataElementType ~

[ | |}|sd:str|'r1g | =
mms:datablementValueDomain ~

& sdtmct:C66767 | =
mms:ordinal

M2 [
cdiscs:controlledTermsOrFormat =~

(ACN) =
cdiscs:datablementCompliance ~

# sdtm-1-3:Classifier.ExpectedVariable |~
cdiscs:datablementRole =~

& |sd'|:m-1-3:CIassi’Fier.F‘.ecordQualifier | =

cdiscs:datablementType ~
¥ cdiscs:Classifier.Character |~

cdiscs:references =~
SDTM 2.2.2 |~

@CDISC iy v =




7 =

Resource Form

ErR=
URE |http:ffrdf.cdisc.urgfstdfsdtm-l-E#CIassi‘Fier.E:{pected‘u’ariable |
+ Annotations
rdfs:label ~
B Expected Variable | =
skos:definition ~
Han Expected variable is any vanable necessary to make a record useful in the context of a specific Rt

domain. Expected vaniables may contain some null values, but in most cases will not contain null values
for every record. When no data has been collected for an expected vanable, however, a null column

chould still be included in the dataset, and a comment should be included in the definexml to state that
data was not collected.

= Other Properties
rdf:type ~

- |cdi5c5:DataElementCnmpIiance Ea

b Incoming References

Form | Browser | Graph | Source Code

€ cDisC
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. m
Resource Form = = [E]¥
URL |http.‘.r’frd‘F.cdfsc.crrgfsdtm-terminc&[c&gjr#ﬂiﬁ?ﬁ? |
~ Annotations * Other Properties
~ Incoming References cts:cdiscDefinition =~
e ke D 5 5| Terminclogy specifying changes to the study |~
’l e 2 1.3:Col FTETIIET | e treatment as a result of an adverse event.
sdtmig-3-1-3:Column.AE.
cts:cdiscSubmissionValue ~
«—mms:inValueDomain ~ e |ACN | =
W [sdtmct:C66767.C17998 | =
W [sdtmct: C66767.C48660 | = ctsicdiscSynonyms
£+ |sd'tmct:[iﬁﬂ?ﬁ? 49501 | o 5 |ﬁ'..ctiun Taken with Study Treatment | ¥
3|5d‘tmct:€5&?ﬁ?.£49502 | = cts:icodelistName =
£ 2 |5dtmct:CEE?E?.C495t]3 | -~ 93 |Acti::|-n Taken with Study Treatment | =
@ sdtmct:C66767.C49504 | ¥ ctsiskxtensibleCodelist =
W sdtmct:C66767.C49505 | = B[ false -|=
cts:nciCode
1 |Co6767 | =
cte:nciPreferredTerm ~
¥ CDISC SDTM Action Taken with Stu dy &2
Treatment Terminclogy
rdf:type ~
L ‘mms:EnumeratedValueDomain =~
Form | Browser | Graph | Source Code

€ cDisC




Resource Form = = [~
URL |http:ffrd‘|’.cdisc.crrgfsdtm-terminufugy#Cﬁﬁ?ﬁ?.C#QEﬂl |
~ Annotations + Other Properties

+ Incoming References cts:cdiscDefinition ~

1 An indication that a medication schedule was | =
moedified by temporarily terminating a
prescribed regimen of medication. (NCI)

cts:cdiscSubmissionValue ~

] DRUG INTERRUPTED | =
cts:nciCode ~

[ ca0501 =
cts:nciPreferredTerm ~

(5 Drug Interrupted | =
mms:inValueDomain ~

W [sdtmct:CA6767 =
rdf:type =

" ‘mms:PermissibleValue |~

Form | Browser | Graph | Source Code

€ cDisC

_



Resource Form = = o5

URL  hitp://rdf.cdisc.org/std/sdtm-1-3#DataElement.Event.-- ACN |

- Annotations
+ Other Properties

mms:context
W |sdtm-1-3:EventVariables =

mms:datablementDescription ~
8 Describes changes made to the study treatment as a result of the event. Examples: DOSEINCREASED, |+

DOSE NOT CHAMGED.
mms:datatlementlabel ~
|5 \Action Taken with Study Treatment |=
mms:datablementName -~
B|--acn |=
mms:datablementType =~
t“ |1|sd:stn'ng | &
mms:ordinal =~
|24 |
cdiscs:datablementRole ™~
v ‘sdtm-1-3:Classifier.RecordQualifier |=
cdiscs:datablementType =~
v \cdiscs:Classifier.Character |=
cdiscs:supportedBySDTMIG

| true - | iz

cdiscs:supportedBySEND  ~

E” true i | i
rdf:type ~
r"?_a |m.mg DataElement | 3

~ Incoming References
+— mms:datablement ~
# sdtmig-3-1-3:Column. AEAEACN |=
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Resource Form = =1 Al
URL | http://rdf.cdisc.org/std/sdtm-1-3#DataElement. Timing.--DUR |
+ Annotations + Other Properties
+ Incoming References mms:context *

e | T B2 ‘sdtm-1-3:TimingVariables ~
4 sdtmig-3-1-3:Column.AE.AEDUR |= mmsdataElementDescription =~

# sdtmig-3-1-3:Column.CM.CMDUR | = 1 |Collected duration of an event, intervention, or| =

- finding represented in I50 8601 character
dtmig-3-1-3: EX. =
2 m?g h e | format. Used only if collected on the CRF and
*
“|sd'tr'r1|g-3-1-31CﬂIumn.5U.SUDUR |v ok Al

mms:dataElementlabel ~
5 \Duration | =

mms:databElementName

H|--DurR |=

mms:datablementType ~
d xsd:duration | =

mms:ordinal =~

il 22 =
cdiscs:datablementRole ~

» ‘sdtm-1-3:Classifier. TimingVariable |=

cdiscs:datablementType =
» \cdiscs:Classifier.Character | =

cdiscs:supportedBySDTMIG

tE]ltlw:: rlv

cdiscs:supportedBySEND

cE]ltmv.e vlv

rdf:type ~
" ‘mms:DataElement | =
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Resource Form = =[]~
URL  http://rdf.cdisc.org/std/sdtmig-3-1-3%Section. AE.004 |
+ Annotations = Other Properties
+* Incoming References mms:ordinal =~
« cdiscspartOfSection  ~ L |
& sdimig-3-1-3:Assumption.AE.004.001 | = cdiscedocuments ~
@ sdtmig-3-1-3:Assumption.AE.004,002 = 4 sdtmig-3-1-3:Dataset. AE | =
& sdtmig-3-1-3:Assumption.AE.004,003 |™  aliscssectionlabel =
# sdtmig-3-1-3:Assumption.AE.004.004 = Pre-Specified Terms; Presence or Absence of |&
Events
rdf:type ~
" |cdiscs:DocumentationSection | =
Form | Browser | Graph | Source Code
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Resource Form = ST

URL  http://rdf.cdisc.org/std/sdtmig-3-1-32Assumption.AE.004.002

= Annotations
+ Other Properties

mms:ordinal ~

M |10

| -

cdiscs:about

# sdtmig-3-1-3:Dataset. AE

| =

# sdimig-3-1-3:Dataset.FA

| =

cdiscs:assumptionText ~

b. If it is important to know which adverse events from a pre-specified list were not reported as well as
those that did occur, these data should be submitted in a Findings class dataset such as Findings About
Events and Interventions (FA, Section 6.4). A record should be included in that Findings dataset for each
pre-specified adverse-event term. Records for adverse events that actually occurred should also exist in
the AE dataset with AEPRESP set to "Y".

cdiscs:partOfSection ~

# sdtmig-3-1-3:Section.AE.004

rdf:type ~

‘cdiscs:Assumption

* Incoming References

— cdiscs:about ~

# sdtmig-3-1-3:Assumption.AE.008.001
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