Janus Base Model Report



zMainDiagram/Displayl

e TvPES
BT, spPuCATaNS

s
B3

|
OESE Rchadaehy | [
| e oo i © MAPPG. I NUMBER NOT UL €, DECODE 10: NUVBER NOT HULL
i e e T .
ceser I S et CODRLET G IAER K0TV 70

% Sp M UARCHARRLT) UL

SO DECODE COLUMN VARCHS w?\?ﬂy NLTNULL
[ & STUDV_D: NUmBER Dsr “‘DE EH“V HW’”‘““ VERBOSE_COLUMN: YARCHAF NULL caL: vag
APPUEKTIONU. NMEERNOT L £ WUREER O UL ! VAP VAragaE WAL R LA VARG AR N S PRERERRED. N BER HOT UL £eachne
EEEFD bEhor s T —— A oo o
2 | i L
SR o S e T L
I b o B
& oo B WVEER T g
ey i i
SPRSR VAR L v o i
Tty areeen MO A L ! scnon P
ST S s | & PAIDONETON T YRR NETIL
RS VAR B L __
St e s
T ARt hF@(D w\m,mw)m mu\
T T & 4D NVBER NETIL 7
| | iy
SR e
DERISION STAGES | | DESCR: VARCHATGZ00) UL
- 1 i oy T
a 1D AUVEER O L | TOHORT NOMBER NULL = 1
S 5 I |
L ko e ETIAL e 3 ] |
‘STAGE_SEC: NUWBER NOT NULL TS
AL RULE: VARGHARZHCD) oL & STE D RvBER T L )
SRy L R s o o LD viers 4
Lt g‘ e s mied seavfiees
s et VARCHARZ(IO0) NULL. Qr‘w{ ELEMEN' rE: 10: NUMBER NOT NULL
[ue b gl
o P T
VARCHARAES) I AV VARCEARIAD) NULL
5 1 | & 553 WMBER HOT HULL
welusion Tvees A
enn onrs T | I — SR Vi S O S VAR A
A e WA o | I o vpes SRS e £ e et TSN o S e
o e i | | O3RN T BER NETHL A @
e e RN VAR e e ZEU i e e e
SRR VARCHARAED N RULE: vARCHAR2000) WL | | DESGCH VARCHARSEN UL I CoDrL ST MBSO ) ot WMM,“, i
T e o e wwW |
T EY ! T VETHO COBE VARCHAREAS HOLL TR Nwm i M ——— -
[ I | AL R A ML ot i
| By |
I | S o
! g M:Wuu(m I | A o0t A EARS ML |
STE o N | SCORNG RULE. VARCHARZAND) NULL oRuss |
| 4 | AR & opue o e
1 e L
& | SIS (N ELOAT ML FOLTON 0= ST BT AT
wwvess | aver o F Ol FLEATULL MEERNAT ML
e = T L £ oo [
o ey TR o | * f et T T e
. i I | | I T il & Sover s vEER T [ EEL Ao £33 Sk L
R L, | SR CHEER DSMAILTE ILNEES HOTHULL 7 UGE. CLASS, CO0E VARCHARRID 1L
Sl 4 I ! [ e TS Nt T L L
Epe
iy % | I |
St e Hewsons | - ST I I
s & b T T e s
oo ot e e || ) i 1 de I Eratos I
RSO preesimACi o | . ]
Farn e i = R
f o mi"l‘ﬁ',ﬁ’" il } } | EDZ'J‘%EQ Wi [ SR g e i }
| COLP o | DUR-P. NUVEER ML [
DL e L | | L
I [ s =it | | i I
%
! | | s | I |
! € EVENT I NVDER T UL | [ NeREDENTS
| DEPENDENCIES | | GO DOM CODELIS 1 NS OT WL 19 | [ &, INGREDIENT_ID: NUMBER NOT NULL [l
= ST b bt v
| & GEPENDENCY . RUMDER O HULL } b | [ (,( R i St O 1
] BT O L R |
‘ kT o | I cunss L TR Vi s |
| E il Hw«:nr uir Lo 1 ! & mmone o wvEER T, L Pt !
e AT — | VR S Mo o0 L o
1 L aq OOl o ZosEST 5 MNEER L | |
| O T T B oL | !
S e seetieTE it | ‘
| et heC T
| frn et L Sance b e i ) | e Tiees !
e e o el o & e o T ) |
3 e I COENA- N EESEUST D! MMBER NoT L g P — — ———
ATASET METADATA S m‘r”‘w‘g LT | s MU‘MEE:( \ﬁ‘wasu ot |
& yerioam o IR ToST T MG T ML | i SRR
Darrepe Coozer 0 N[L/?MEEP il 1 TO0E VARGHARR(1Z) WL ] DOSIG INTERVAL D NUVDER L |
ROLE FocE e R o SO SAUE FOn DS ERVA L MNecan
ey R | DS LN o5 ARCKARA) L 4
/ SEiEE s B ! RO R00E ARCHAToch N . ol
DATATYPE C05 \Wrummzx e Ay | X 2 4(7 PLANNED NTERVENTIONS
R e FE AL & s oL oL
teome Nokee s I T e )
o m | T L
ARt |
aEsurs o MMBER L umeo ssses fi
& PESiT B WA BEFORE TAMEE L S | | AR R T AL S0RS T
AT A v o | | T e B e
T e | g R i s
el S L o )
2o T | I ST e T L 4
VARCH v n . TIME_PT_TID- NUMBER NULL )
of Me TRt ! ! R
ROLE_CODE: VARCHARZ(12) NULL | g;;ﬁt\,:angtu W pe—— - - - -
S | u
i ‘ EBLhoeo. e L
MIEREN wervoons Wi
e PR
002 VARCHAZI VL S wERETIE D e o R e |
okt L Do CO0ELET B MBER NETIULL 0
SR e i e |
ETR T e , |
SR T R T aurices
REF_TIME, rv “n MUMEEN Nuu(m | “&‘:;: \ER m 7 EER
SRR D MNEER AL (g R
SEEC R i % |
S T comenns | GO TN P AL 1
CEL o Ui & oy 5 NEER T | b SEOEIRT D MR L ek
: SRR | | AR R T
SES LR L S R L et
T DATE NULL COLLT q L. ‘
L oL AR AL SR D e
COLL_DV: NUMBER NULL. TOL D NUVEER 10T UL, CAT_CODE: VARCHAR2[25E) NULL
g 2o e i ol e
EF B il ST COE Ve L Pkt
D e SN S L GBI B
GO N MBER ML BNt 5B e v
Bh OB SaitL B SEENT 522 0 T T
SR L St
i 25 MR T L e e
e S e e 1
i SIS Mt e P
Eap
. be B
= e
i ,
b
O e
S5 e

Page 2 of 40



Table

Table
Name Comment
ANALYSES Statistical analysis of end points for a defined population. Use

associated Comment for ADaM “Reason" and "Documentation”

APPLICATIONS

INDs and NDAs comprising a development program.

ARMS A study arm corresponds to a prespecified treatment strategy, and
may consist of multiple elements and treatments. Branching and
crossover designs must be converted to a fully parallel
representation.

BLOCKING Block sizes for randomization within a site

BRANDS Brand names associated with a drug.

CODELISTS Controlled vocabularies

COMMENTS Free-text comments associated with records in other tables.

DATASET_METADATA

Description of analysis dataset columns ala ADaM.

DECISION_STAGES

Hierarchy for the analysis plan

DECODES

Ways to use Codelists

DEPENDENCIES

Relationships among Findings, Events, & Interventions

DESIGN_TYPES

Generic descriptions of types of studies.

DOMAIN_TYPES

Categories of tests (assays and assessments.

DOMAINS

Assignments of tests to Domain Types

DRUGS

Generic information about drugs that may be used in interventions.

ELEMENT_SEQUENCES

Actual order of execution of elements or steps within an arm by
subject

ELEMENTS One of a set of contiguous periods comprising a treatment arm,
during which conditions are stable.

END POINTS Planned bases for evaluating studies.

EVALUATORS Entities asserting attribution of events to treatments; e.g., 'Sponsor’,
‘Investigator', 'DSMB'

EVENTS Assaciation of Event_Types with Subjects. Events prior to
enrollment represent medical history.

FINDINGS Values of assessments made on subjects based on planned

assessments that are part of the study protocol.

INCLUSION_TYPES

This table contains names and descriptions of inclusion criteria.
(Exclusions should have their logic inverted.)

INCLUSIONS

Evaluations of the protocol-specified inclusion criteria.

INGREDIENTS

Components of a formulated drug product

INTERVENTION_TYPES

Generic information which identifies or classifies a treatment.

INTERVENTIONS

Actual treatments given. These can be investigational or theraputic
treatments or surgical procedures.

LOTS

Batches of study drug

MAPPINGS

Correspondence or relationships among Codelists for the same
usage.

PLANNED_ASSESSMENTS

Schedule of measurements. Timing can be relative either to the start
or end of a planned visit, a planned element, a planned intervention
or a subject's reference timepoint.

PLANNED ELEMENT SEQUENCES

Temporal ordering of Elements within Arms

PLANNED_INTERVENTIONS

Timing and nature of the treatments that are scheduled during an
element.

PLANNED VISITS

Protocol-specified encounters with subjects.

PROGRAMS Development programs are comprised of the studies that support an
indication.
QUALIFIERS Categorical information about an observation in another table.

Subjective information is associated with the particular observer
(Evaluators).

RANDOMIZATION_TYPES

Generic information on procedures used to assign subjects to Arms.

RESULTS Output from Analyses

SITES Institutions and investigators performing a study
STRATIFICATIONS Subgroups for randomization

STUDIES Information about trials, their conduct and results.
SUBJECTS Individuals participating in a study at a site.

SUPERSTUDIES

Collections of studies performed simultaneously on the same
subjects

SUPERSTUDY_SEQUENCES

Ordered grouping for follow-on studies

TEST_TYPES

Hierarchical features of all tests

TIME_PT _TYPES

Named reference time points in a study.

USAGES

Where Codelists are referenced in Janus.

VISITS

Actual subject visits
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Column(s) of "ANALYSES" Table

Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
ANALYSIS_ID | INTEGER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
an Analysis.
END_POINT_ID | NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
an End_Point.
NAME VARCHAR2(20) | Statistical ana- | No No 20 NULL No
lysis name.
Should tie
back to
analysis docu-
mentation.
DESCR VARCHAR2(50) | Description of | No No 50 NULL No
the analysis
and its
proposed pop-
ulation
ALPHA FLOAT Criterion by No No NOT NULL No
which p-value
should be
judged signifi-
cant
DATASET BLOB If no No No 0 NULL No
Dataset_Rule,
then the actual
dataset is here.
DATASET _- VARCHAR2 Procedure for No No 4000 NULL No
RULE (4000) constructing
analysis dataset
view
ANALYSIS - | VARCHAR2 Procedure for No No 4000 NULL No
RULE (4000) using the
analysis dataset
to produce
analvsisresults
IS_DECISION | NUMBER TRUE if No No 0 NULL No
analysis is part
of the
decision-making
rule
IS_PROSPE- NUMBER TRUE if No No 0 NULL No
CTIVE analysis was
specified before
study was
unblinded
Is In Index(s) of "ANALYSIS ID" Column
Name Type Unique
PK_ANALYSES PK Yes
Is In Index(s) of "END_POINT ID" Column
Name Type Unigue
IDX_ANALYSES?2 IF1 No
Column(s) of "APPLICATIONS' Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
APPLICATI- NUMBER System-gener- | Yes No 0 NOT NULL No
ON_ID ated to
identify uniquely
an Application.
APPL_CODE- | NUMBER System-gener- | No Yes 0 NOT NULL No
LIST_ID ated to
identify uniquely
a Codelist.
APPL_CODE | VARCHAR2(12) | Key to No No 12 NULL No
specified code
list
APPL_NUM VARCHAR2(10) | Administratively | No No 10 NOT NULL No
assigned appl-
ication number.
SUPPLEME- | VARCHAR2(10) | Identifies a No No 10 NULL No
NT_NUM program from
a sponsor's

perspective
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Is In Index(s) of "APPLICATION ID" Column

Name Type Unique
PK APPLICATIONS PK Yes
Is In Index(s) of ""APPL CODELIST ID" Column
Name Type Unigue
IDX APPLICATIONS2 IF1 No
Column(s) of "ARMS" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
ARM_ID NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
an Arm.
STUDY_ID NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
a Study.
NAME VARCHAR2(8) | SDTM-DEM. No No 8 NULL No
TRTCD The
name given
the arm of the
study, e.g.
"Active", "Co-
ntrol", etc.
DESCR VARCHAR?2 SDTM-DEM. No No 2000 NULL No
(2000) TRTGRP A
textual descri-
ption of the
studv arm
N NUMBER Planned enrol- | No No 0 NULL No
Iment
COHORT NUMBER Ordering for No No 0 NULL No
sequential study
designs
Is In Index(s) of ""ARM ID" Column
Name Type Unique
PK_ARMS PK Yes
Is In Index(s) of "STUDY ID" Column
Name Type Unigue
IDX ARMS3 AK1 Yes
IDX ARMS2 IF1 No
Is In Index(s) of "NAME" Column
Name Type Unigue
IDX ARMS3 AK1 Yes
Column(s) of "BLOCKING'" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
BLOCKING_ID | NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a Blocking.
MIN_SIZE NUMBER S_mallest block | No No 0 NOT NULL No
size
MAX_SIZE NUMBER Largest block No No 0 NOT NULL No
size
Is In Index(s) of "BLOCKING ID" Column
Name Type Unique
PK BLOCKING PK Yes
Column(s) of "BRANDS" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
BRAND_ID NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a Brand.
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DRUG_ID NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
NAME VARCHAR?2 The brand No No 255 NOT NULL No
(255) name of a
drug.
Is In Index(s) of "BRAND ID" Column
Name Type Unique
PK_BRANDS PK Yes
Is In Index(s) of "DRUG ID" Column
Name Type Unique
IDX BRANDS3 AK1 Yes
IDX BRANDS? IF1 No
Is In Index(s) of "NAME" Column
Name Type Unique
IDX BRANDS3 AK1 Yes
Column(s) of "CODELISTS" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
CODELIST_ID | NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a Codelist.
NAME VARCHAR2(20) | Name of a No No 20 NOT NULL No
controlled vo-
cabulary
DESCR VARCHAR2(50) | Description of | No No 50 NULL No
a controlled
vocabulary
DATABASE VARCHAR2(20) | Location of No No 20 NULL No
named code
list
TBL VARCHAR2(20) | Name of code | No No 20 NULL No
list table in
Database
VERSION VARCHAR2(20) | Version of No No 20 NULL No
controlled vo-
cabulary
SOURCE VARCHAR?2 Party or site No No 100 NULL No
(100) responsible for
list.
CODE_COL- VARCHAR2(20) | Name of No No 20 NULL No
UMN column within
Table containing
coded values
VALUELIST- | VARCHAR2(20) | Column name | No No 20 NULL No
_COLUMN in Table
containing value
code list
parameters
VALUELIST- | VARCHAR2(20) | Indicates which | No No 20 NULL No
_LEVEL_CO- hierarchy level
LUMN to use with
ValueList_Co-
lumn
Is In Index(s) of ""CODELIST ID" Column
Name Type Unique
PK _CODELISTS PK Yes
Is In Index(s) of "NAME" Column
Name Type Unique
IDX CODELISTS3 AK1 Yes
Is In Index(s) of " TBL" Column
Name | Type | Unique
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| IDX CODELISTS?2 | 1IE1 | No
Is In Index(s) of ""CODE COLUMN" Column
Name Type Unique
IDX CODELISTS2 1IEL No
Column(s) of "COMMENTS" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
COMMENT_ID | NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a Comment.
CAT_CODE- | NUMBER System-gener- | No Yes 0 NOT NULL No
LIST_ID ated to
identify uniquely
a Codelist.
EVALUATO- | NUMBER System-gener- | No Yes 0 NOT NULL No
R_ID ated to
identify uniquely
an Evaluator.
COLL_TIME- | NUMBER System-gener- | No Yes 0 NULL No
_PT_TID ated to
identify uniquely
a time point.
TBL VARCHAR2(20) | Table (Events, | No No 20 NULL No
Findings or
Interventsions)
with which
comment is
associated
TBL_ID NUMBER Identifies the No No 0 NOT NULL No
related observ-
ation in
Findings, Inte-
rventions, Ev-
ents, or some
other Thl.
SUBJECT_ID | NUMBER Not for No No 0 NULL No
JOINS! Provided
to support
partitioning
CAT_CODE VARCHAR2 Key to No No 255 NULL No
(255) specified code
list
COMM VARCHAR?2 Actual comment | No No 4000 NULL No
(4000) text.
COLL_T DATE Nominal date/ | No No NULL No
time to nearest
second; can be
implemented as
long integer
offset in
seconds from
midnight 1/1/-
1960.
COLL_P DATE Precision of No No NULL No
X_T; can be
implemented as
long integer
(seconds)
COLL_DY NUMBER Sponsor-assigned | No No 0 NULL No
"study day"
SEQ NUMBER No No 0 NOT NULL No
Is In Index(s) of "COMMENT ID" Column
Name Type Unique
PK_COMMENTS PK Yes
Is In Index(s) of "CAT CODELIST ID" Column
Name Type Unique
IDX COMMENTS3 IF1 No
Is In Index(s) of "EVALUATOR ID" Column
Name Type Unique
IDX COMMENTS4 1F2 No
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Is In Index(s) of "COLL TIME PT TID" Column

Name Type Unique
IDX COMMENTS5 IF3 No
Is In Index(s) of " TBL" Column
Name Type Unique
IDX COMMENTS7 AK1 Yes
IDX COMMENTS6 1E2 No
Is In Index(s) of "TBL ID" Column
Name Type Unique
IDX COMMENTS7 AK1 Yes
IDX COMMENTS6 1E2 No
Is In Index(s) of "'SUBJECT ID'" Column
Name Type Unigue
IDX COMMENTS7 AK1 Yes
IDX COMMENTS2 IEL No
Is In Index(s) of "CAT CODE" Column
Name Type Unique
IDX COMMENTS7 AK1 Yes
Is In Index(s) of "'SEQ"" Column
Name Type Unique
IDX COMMENTS? AK1 Yes
Column(s) of "DATASET METADATA" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
METADATU- | NUMBER System-gener- | Yes No 0 NOT NULL No
M_ID ated to
identify uniquely
an Analysis
Metadatum
ANALYSIS_ID | NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
an Analysis.
DATATYPE- | NUMBER System-gener- | No Yes 0 NOT NULL No
_CODELIST_ID ated to
identify uniquely
a Codelist.
ROLE_COD- NUMBER System-gener- | No Yes 0 NOT NULL No
ELIST_ID ated to
identify uniquely
a Codelist.
NAME VARCHAR2(20) | Variable name | No No 20 NOT NULL No
in the analysis
dataset.
DESCR VARCHAR2(50) | Correspondsto | No No 50 NULL No
variable label
in the analysis
dataset.
DATATYPE- | VARCHAR2(12) No No 12 NOT NULL No
_CODE
RULE VARCHAR2 Correspondsto | No No 4000 NULL No
(4000) Origin in
ADaM.
ROLE_CODE | VARCHAR2(12) | Correspondsto | No No 12 NOT NULL No
Role in
ADaM.
Is In Index(s) of "METADATUM ID" Column
Name Type Unique
PK DATASET METADATA PK Yes
Is In Index(s) of ""ANALYSIS ID" Column
Name Type Unique
IDX DATASET METADATA1 IF1 No
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Is In Index(s) of "DATATYPE CODELIST ID" Column

Name Type Unique
IDX DATASET METADATA2 1F2 No
Is In Index(s) of "ROLE CODELIST ID" Column
Name Type Unique
IDX DATASET METADATA3 1F3 No
Column(s) of "DECISION STAGES" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
DECISION_- NUMBER System-gener- | Yes No 0 NOT NULL No
STAGE_ID ated to
identify uniquely
a Decision_St-
age
STUDY_ID NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
a Study.
PLAN_SEQ NUMBER Identifies distinct | No No 0 NOT NULL No
analysis plans
within a study
STAGE_SEQ | NUMBER Order of No No 0 NOT NULL No
stages ina
sequential an-
alysis plan
ALPHA_RULE | VARCHAR2 How total No No 4000 NULL No
(4000) stage alpha
depends on
component an-
alyses
Is In Index(s) of "DECISION STAGE ID" Column
Name Type Unique
PK _DECISION _STAGES PK Yes
Is In Index(s) of "STUDY ID" Column
Name Type Unique
IDX DECISION STAGES2 IF1 No
Column(s) of "DECODES"" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
DECODE_ID | NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a Decode.
CODELIST_ID | NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
a Codelist.
LVL NUMBER Indicates the No No 0 NOT NULL No
hierarchy within
the decoding
schemes
DECODE_C- | VARCHAR2(20) | Columnin No No 20 NOT NULL No
OLUMN Codelists. Table
column conta-
ining the
decoded values
VERBOSE _- VARCHAR2(20) | Column in No No 20 NULL No
COLUMN Codelists. Table
column which
describes values
NUMERIC_- | VARCHAR2(20) | Column in No No 20 NULL No
COLUMN Codelists. Table
column conta-
ining rank
values
Is In Index(s) of "DECODE ID" Column
Name Type Unique
PK _DECODES PK Yes
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Is In Index(s) of "CODELIST ID" Column

Name Type Unique
IDX DECODES2 IF1 No
Column(s) of "DEPENDENCIES" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
DEPENDEN- | NUMBER System-gener- | Yes No 0 NOT NULL No
CY_ID ated to
identify uniquely
a Dependency.
CAT_CODE- NUMBER System-gener- | No Yes 0 NOT NULL No
LIST_ID ated to
identify uniquely
a Codelist.
FROM_COL- | NUMBER System-gener- | No Yes 0 NOT NULL No
L_DOM_CO- ated to
DELIST_ID identify uniquely
a Codelist.
FROM_STU- | NUMBER System-gener- | No Yes 0 NULL No
DY_ID ated to
identify uniquely
a Study.
FROM_SUB- NUMBER If NULL, No Yes 0 NULL No
JECT_ID applies to all
records with
matching Qua-
lifiers
FROM_COL- | VARCHAR2(12) | Key to No No 12 NOT NULL No
L_DOM_CODE specified code
list
FROM_TABLE | VARCHAR2(20) | One of No No 20 NOT NULL No
{Events, Find-
ings, Interven-
tions}
CAT_CODE VARCHAR?2 Key to No No 255 NOT NULL No
(255) specified code
list
GRP VARCHAR2(40) | Ties together No No 40 NOT NULL No
the set of
Dependency
records in a
relationshio
VALUE_CODE | VARCHAR2 Dependency No No 2000 NULL No
(2000) Grouping; must
match Qualifiers.
Value_CD for
the same
Cat CD.
ROLE VARCHAR2(6) | Rolein No No 6 NOT NULL No
Relationship
Is In Index(s) of "DEPENDENCY ID" Column
Name Type Unique
PK DEPENDENCIES PK Yes
Is In Index(s) of ""CAT CODELIST ID" Column
Name Type Unique
IDX DEPENDENCIES2 IF1 No
Is In Index(s) of "FROM COLL DOM CODELIST ID" Column
Name Type Unique
IDX DEPENDENCIES3 1F2 No
Is In Index(s) of "FROM STUDY ID" Column
Name Type Unique
IDX DEPENDENCIES6 AK1 Yes
IDX DEPENDENCIES5 IF4 No
Is In Index(s) of "FROM SUBJECT ID" Column
Name Type Unique
IDX DEPENDENCIES6 AK1 Yes
IDX DEPENDENCIES4 IF3 No
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Is In Index(s) of "CAT CODE" Column

Name Type Unique
IDX DEPENDENCIES6 AK1 Yes
Is In Index(s) of "GRP"' Column
Name Type Unique
IDX DEPENDENCIES6 AK1 Yes
Is In Index(s) of ""VALUE CODE"" Column
Name Type Unique
IDX DEPENDENCIES6 AK1 Yes
Column(s) of "DESIGN TYPES" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
DESIGN_TID | NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a Design
Tvpe
NAME VARCHAR2(20) | A term forthe | No No 20 NOT NULL No
type of design.
Examples: C-
rossover, double
blind
DESCR VARCHAR2(50) | A description No No 50 NULL No
of the design
type.
Is In Index(s) of "DESIGN TID" Column
Name Type Unique
PK DESIGN TYPES PK Yes
Column(s) of "DOMAIN TYPES' Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
DOMAIN_TID | NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a Domain
Tvoe
NAME VARCHAR2(20) | Name of the No No 20 NOT NULL No
domain.
DESCR VARCHAR2(50) No No 50 NULL No
Is In Index(s) of "DOMAIN TID" Column
Name Type Unique
PK_DOMAIN TYPES PK Yes
Column(s) of "DOMAINS" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
DOMAIN_ID | NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a Domain.
DOMAIN_TID | NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
a Domain
Tvoe
TEST_TID NUMBER System-gener- | No Yes 0 NULL No
ated to
identify uniquely
a Test Type.
Is In Index(s) of "DOMAIN ID" Column
Name Type Unique
PK_DOMAINS PK Yes
Is In Index(s) of "DOMAIN TID" Column
Name Type Unigue
IDX DOMAINS2 IF1 No
Is In Index(s) of "TEST TID" Column
Name | Type | Unique
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| IDX _DOMAINS3

| 1F2

| No

Column(s) of "DRUGS" Table

Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
DRUG_ID NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a Drug.
CHEMICAL- NUMBER System-gener- | No Yes 0 NOT NULL No
_CLASS _CO- ated to
DELIST_ID identify uniquely
a Codelist.
FORMULAT- | NUMBER System-gener- | No Yes 0 NOT NULL No
ION_CODEL- ated to
IST_ID identify uniquely
a Codelist.
USE_CLASS- | NUMBER System-gener- | No Yes 0 NOT NULL No
_CODELIST_ID ated to
identify uniquely
a Codelist.
NAME VARCHAR2 | The generic No No 255 NOT NULL No
(255) name of the
drug.
CHEMICAL- | VARCHAR2(12) | Key to No No 12 NULL No
_CLASS_CODE specified code
list
FORMULAT- | VARCHAR2(12) | Key to No No 12 NULL No
ION_CODE specified code
list
USE_CLASS- | VARCHAR2(12) | Key to No No 12 NULL No
_CODE specified code
list
Is In Index(s) of "DRUG ID"" Column
Name Type Unique
PK_DRUGS PK Yes
Is In Index(s) of "CHEMICAL CLASS CODELIST ID" Column
Name Type Unique
IDX_DRUGS2 IF1 No
Is In Index(s) of "FORMULATION CODELIST ID" Column
Name Type Unique
IDX_DRUGS3 1F2 No
Is In Index(s) of "USE CLASS CODELIST ID'" Column
Name Type Unique
IDX_DRUGS4 1F3 No
Is In Index(s) of "NAME"" Column
Name Type Unique
IDX_DRUGS5 AK1 Yes
Column(s) of "ELEMENT SEQUENCES" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
ELEMENT _- NUMBER System-gener- | Yes No 0 NOT NULL No
SEQ_ID ated to
identify uniquely
an Element_S-
eqlience
E_TIME_PT- | NUMBER System-gener- | No Yes 0 NULL No
_TID ated to
identify uniquely
a Time Point.
ELEMENT_ID | NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
an Element.
ST_TIME_P- NUMBER System-gener- | No Yes 0 NULL No
T_TID ated to
ifdentify unig-
uely a Time
Paint
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SUBJECT_ID | NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
a Subject.
ST.T DATE Nominal date/ | No No NULL No
time to nearest
second; can be
implemented as
long integer
offset in
seconds from
midnight 1/1/-
1960.
ST P DATE Precision of No No NULL No
X_T; can be
implemented as
long integer
(seconds)
ST_DY NUMBER Sponsor-assigned | No No 0 NULL No
"study day"
ET DATE Nominal date/ | No No NULL No
time to nearest
second; can be
implemented as
long integer
offset in
seconds from
midnight 1/1/-
1960.
EP DATE Precision of No No NULL No
X_T; can be
implemented as
long integer
(seconds)
E DY NUMBER Sponsor-assigned | No No 0 NULL No
"study day"
SEQ NUMBER No No 0 NULL No
Is In Index(s) of "ELEMENT SEQ ID" Column
Name Type Unique
PK_ELEMENT_SEQUENCES PK Yes
Is In Index(s) of "E TIME PT TID" Column
Name Type Unique
IDX ELEMENT SEQUENCES4 IF3 No
Is In Index(s) of "ELEMENT ID" Column
Name Type Unique
IDX_ELEMENT_SEQUENCES?2 IF1 No
Is In Index(s) of "'ST TIME PT TID" Column
Name Type Unique
IDX ELEMENT SEQUENCES5 IF4 No
Is In Index(s) of "'SUBJECT ID'" Column
Name Type Unique
IDX ELEMENT SEQUENCES6 AK1 Yes
IDX_ELEMENT_SEQUENCES3 IF2 No
Is In Index(s) of "'SEQ" Column
Name Type Unique
IDX ELEMENT SEQUENCES6 AK1 Yes
Column(s) of "ELEMENTS" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
ELEMENT_ID | NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
an Element.
NAME VARCHAR2(80) | Single word No No 80 NULL No
name of the
Element.
DESCR VARCHAR?2 Description of | No No 255 NULL No
(255) Element
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ST_RULE VARCHAR?2 Rule describing | No No 4000 NULL No
(4000) entry criteria
for Element
END_RULE VARCHAR2(40) | Rule describing | No No 40 NULL No
exit criteria for
Element
DUR_NOMI- | NUMBER Nominal value | No No 0 NULL No
NAL_D of duration
(seconds)
DUR_NOMI- | NUMBER Precision of No No 0 NULL No
NAL_P X_D (seconds).
DUR_LIMIT- | NUMBER Nominal value | No No 0 NULL No
S D of duration
(seconds)
DUR_LIMITS_P | NUMBER Precision of No No 0 NULL No
X_D (seconds).
DUR_RULE VARCHAR2 Rule governing | No No 4000 NULL No
(4000) duration of
Element
Is In Index(s) of "ELEMENT ID" Column
Name Type Unique
PK ELEMENTS PK Yes
Is In Index(s) of "NAME" Column
Name Type Unique
IDX ELEMENTS2 AK1 Yes
Is In Index(s) of ""DESCR" Column
Name Type Unique
IDX ELEMENTS2 AK1 Yes
Is In Index(s) of 'ST RULE" Column
Name Type Unique
IDX ELEMENTS2 AK1 Yes
Column(s) of "END POINTS" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
END_POINT_ID | NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
an End_Point.
DECISION_- NUMBER System-gener- | No Yes 0 NOT NULL No
STAGE_ID ated to
identify uniquely
a Decision_Stage
NAME VARCHAR2(20) | Short name for | No No 20 NOT NULL No
end point
DESCR VARCHAR2(50) | Description of | No No 50 NULL No
end point
Is In Index(s) of "END POINT ID" Column
Name Type Unique
PK END POINTS PK Yes
Is In Index(s) of "DECISION STAGE ID" Column
Name Type Unique
IDX END POINTS2 IF1 No
Column(s) of "EVALUATORS" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
EVALUATO- | NUMBER System-gener- | Yes No 0 NOT NULL No
R_ID ated to

identify uniquely
an Evaluator.
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NAME

VARCHAR2(30)

Identity of
individual ma-
king comment
or qualifier
observation

No

No

30

NOT NULL

No

DESCR

VARCHAR2(50)

Role of
evaluator within
the study

No

No

50

NULL

No

Is In Index(s) of "EVALUATOR ID" Column

Name

Type

Unique

PK_EVALUATORS

PK

Yes

Column(s) of "EVENTS" Table

Name

Datatype

Comment

Is PK

Is FK

Average Width

Null Option

Physical Only

EVENT_ID

NUMBER

System-gener-
ated to

identify uniquely
an Event.

Yes

No

0

NOT NULL

No

COLL_DOM-
_CODELIST_ID

NUMBER

System-gener-
ated to

identify uniquely
a Codelist.

No

Yes

NOT NULL

No

COLL_TIME-
_PT_TID

NUMBER

System-gener-
ated to

identify uniquely
a Time Point.

No

Yes

NULL

No

E_TIME_PT-
_TID

NUMBER

System-gener-
ated to

identify uniquely
a Time Point.

No

Yes

NULL

No

EVENT_CO-
DELIST_ID

NUMBER

System-gener-
ated to

identify uniquely
a Codelist.

No

Yes

NOT NULL

No

REF_TIME._-
PT_TID

NUMBER

System-gener-
ated to

identify uniquely
a Time Point.

No

Yes

NULL

No

ST_TIME_P-
T_TID

NUMBER

System-gener-
ated to

identify uniquely
a Time Point.

No

Yes

NULL

No

SUBJECT_ID

NUMBER

System-gener-
ated to

identify uniquely
a Subject.

No

Yes

NOT NULL

No

VISIT_ID

NUMBER

System-gener-
ated to
identify uniquely
a Visit.

No

Yes

NOT NULL

No

COLL_DOM-
_CODE

VARCHAR2(12)

Key to
specified code
list

No

No

12

NULL

No

EVENT_CODE

VARCHAR2
(2000)

Key to
specified code
list

No

No

2000

NULL

No

SEQ

NUMBER

Connection for
related Events,
Findings, &
Interventions at
the record
level.

No

No

NULL

No

COLL_T

DATE

Nominal date/
time to nearest
second.

No

No

NULL

No

COLL_P

DATE

Precision of
Coll_T.

No

No

NULL

No

COLL_DY

NUMBER

Sponsor-assigned
"study day"

No

No

NULL

No
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ET DATE

Nominal date/ | No No
time of End.

NULL

No

EP DATE

Precision of No No
ET.

NULL

No

E DY NUMBER

Sponsor-assigned | No No
"study day".

NULL

No

DUR_D NUMBER

Nominal value | No No
of duration
(seconds).

NULL

No

DUR_P NUMBER

Precision of No No
Dur_D (secon-
ds).

NULL

No

REF_P DATE

Precision of No No
Ref T.

NULL

No

REF_DY NUMBER

Sponsor-assigned | No No
"study day"
for Reference

NULL

No

E_AFTER NUMBER

True if event No No
continuing past
observation

NULL

No

ST_T DATE

Nominal date/ | No No
time of Start.

NULL

No

ST_P DATE

Precision of No No
St T.

NULL

No

ST_DY NUMBER

Sponsor-assigned | No No
"study day" of
Start.

NULL

No

REF_T DATE

Nominal date/ | No No
time of
Reference.

NULL

No

ST_BEFORE NUMBER

True if event No No
began before
observation.

NULL

No

Is In Index(s) of "EVENT ID" Column

Name Type Unique
PK_EVENTS PK Yes

Is In Index(s) of "COLL DOM CODELIST ID" Column

Name Type Unique
IDX EVENTS4 IF1 No

Is In Index(s) of "COLL TIME PT TID" Column

Name Type Unique
IDX_EVENTS? IF4 No

Is In Index(s) of "E TIME PT TID" Column

Name Type Unique
IDX EVENTS9 IF6 No

Is In Index(s) of "EVENT CODELIST ID" Column

Name Type Unique
IDX EVENTS2 IE1 No
IDX EVENTS5 IF2 No

Is In Index(s) of "REF TIME PT TID" Column

Name Type Unique
IDX_EVENTS10 IF7 No

Is In Index(s) of ST TIME PT TID" Column

Name Type Unique
IDX EVENTS8 IF5 No

Is In Index(s) of ""'SUBJECT ID" Column

Name Type Unique
IDX EVENTS13 AK1 Yes
IDX EVENTS3 1E2 No
IDX_EVENTS12 1IE3 No
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| IDX EVENTS6 | IF3 | No
Is In Index(s) of "VISIT ID'" Column
Name Type Unique
IDX_EVENTS11 IF8 No
Is In Index(s) of "COLL DOM CODE" Column
Name Type Unique
IDX_EVENTS13 AK1 Yes
IDX_EVENTS3 1E2 No
Is In Index(s) of "EVENT CODE" Column
Name Type Unique
IDX_EVENTS2 IE1 No
Is In Index(s) of ""'SEQ'" Column
Name Type Unique
IDX_EVENTS13 AK1 Yes
IDX_EVENTS12 1E3 No
Column(s) of "FINDINGS' Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
FINDING_ID | NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a Finding.
CAT_VALU- | NUMBER System-gener- | No Yes 0 NOT NULL No
E_CODELIS- ated to
T_ID identify uniquely
a Codelist.
COLL_DOM- | NUMBER System-gener- | No Yes 0 NOT NULL No
_CODELIST_ID ated to
identify uniquely
a Codelist.
COLL_TIME- | NUMBER System-gener- | No Yes 0 NULL No
_PT_TID ated to
identify uniquely
a Time Point.
DENSE_DA- NUMBER System-gener- | No Yes 0 NOT NULL No
TA_CODELI- ated to
ST_ID identify uniquely
a Codelist.
E_TIME_PT- | NUMBER System-gener- | No Yes 0 NULL No
_TID ated to
identify uniquely
a Time Point.
EVALUATO- | NUMBER System gener- | No Yes 0 NULL No
R_ID ated to
identify uniquely
an Evaluator.
REF_TIME_- | NUMBER System-gener- | No Yes 0 NULL No
PT_TID ated to
identify uniquely
a Time Point.
ST_TIME_P- NUMBER System-gener- | No Yes 0 NULL No
T_TID ated to
identify uniquely
a Time Point.
SUBJECT_ID | NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
a Subject.
TEST_TID NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
a Test Type.
VISIT_ID NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
a Visit.
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CAT_VALU- | VARCHAR?2 Key to No No 2000 NULL No
E_CODE (2000) specified code
list
COLL_DOM- | VARCHAR2(12) | Key to No No 12 NULL No
_CODE specified code
list
CONTINUO- FLOAT For continuous- | No No NULL No
US_VALUE valued observ-
ations, the
numeric result.
DENSE_DATA | BLOB HL7 annotated | No No 0 NULL No
waveform, image
data, or other
"source" data
obiect
DENSE_DA- | VARCHAR2(12) | Key to No No 12 NULL No
TA_CODE specified code
list
LOCAL_LLN | FLOAT Local lower No No NULL No
limit of
normal
LOCAL_ULN | FLOAT Local upper No No NULL No
limit of
normal
MEASUREM- | FLOAT Resolution for | No No NULL No
ENT_P Continuous_-
Value
SEQ NUMBER Connection for | No No 0 NULL No
related Events,
Findings, &
Interventions at
the record
level.
COLL_T DATE Nominal date/ | No No NULL No
time of
Collection.
COLL_P DATE Precision of No No NULL No
Coll_T.
COLL_DY NUMBER Sponsor-assigned | No No 0 NULL No
"study day" of
Collection.
ST_P DATE Precision of No No NULL No
St.T
ST_DY NUMBER Sponsor-assigned | No No 0 NULL No
"study day" of
Start
ST_BEFORE | NUMBER True if event No No 0 NULL No
began before
observation
REF_T DATE Nominal date/ | No No NULL No
time of
Reference
REF_P DATE Precision of No No NULL No
Ref T.
REF_DY NUMBER Sponsor-assigned | No No 0 NULL No
"study day" of
Reference.
ST.T DATE Nominal date/ | No No NULL No
time of Start
ET DATE Nominal date/ | No No NULL No
timeof End.
E P DATE Precision of No No NULL No
E_DY NUMBER Sponsor-assigned | No No 0 NULL No
"study day" of
End
DUR_D NUMBER Nominal value | No No 0 NULL No
of duration
(seconds)
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DUR_P NUMBER Precision

ds).

Dur_D (secon-

of No No

NULL

No

E_AFTER NUMBER

event conti

past observation

SDTM-TIMING. | No No
ONGO True if

nuing

NULL

No

Is In Index(s) of "FINDING ID" Column

Name Type Unique
PK_FINDINGS PK Yes

Is In Index(s) of "CAT VALUE CODELIST ID" Column

Name Type Unique
IDX_FINDINGS3 IF1 No

Is In Index(s) of "COLL DOM CODELIST ID" Column

Name Type Unique
IDX FINDINGS4 IF2 No

Is In Index(s) of "COLL TIME PT TID" Column

Name Type Unique
IDX_FINDINGS12 IF10 No

Is In Index(s) of "DENSE DATA CODELIST ID" Column

Name Type Unique
IDX_FINDINGS5 IF3 No

Is In Index(s) of "E TIME PT TID" Column

Name Type Unique
IDX_FINDINGS10 IF8 No

Is In Index(s) of "EVALUATOR ID" Column

Name Type Unique
IDX_FINDINGS6 IF4 No

Is In Index(s) of "REF TIME PT TID" Column

Name Type Unique
IDX_FINDINGS11 IF9 No

Is In Index(s) of 'ST TIME PT TID" Column

Name Type Unique
IDX_FINDINGS9 IF7 No

Is In Index(s) of "SUBJECT ID" Column

Name Type Unique
IDX_FINDINGS15 AK1 Yes
IDX FINDINGS?2 IE4 No
IDX_FINDINGS14 IE5 No
IDX_FINDINGS? IF5 No

Is In Index(s) of “"TEST TID" Column

Name Type Unique
IDX_FINDINGS15 AK1 Yes
IDX_FINDINGS?2 IE4 No
IDX FINDINGSS IF6 No

Is In Index(s) of "VISIT ID" Column

Name Type Unique
IDX_FINDINGS13 IF11 No

Is In Index(s) of "COLL DOM CODE" Column

Name Type Unique
IDX_FINDINGS15 AK1 Yes
IDX_FINDINGS?2 IE4 No
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Is In Index(s) of ""SEQ" Column

Name Type Unique
IDX_FINDINGS15 AK1 Yes
IDX_FINDINGS14 1E5 No
Column(s) of "INCLUSION TYPES" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
INC_TID NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
an Inc_Type.
STUDY_ID NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
a Study.
NAME VARCHAR2(20) | Single word No No 20 NULL No
term for
inclusion/excl-
usion criterion.
DESCR VARCHAR2(50) | Description of | No No 50 NULL No
inclusion/excl-
usion criterion.
RULE VARCHAR2 Boolean function | No No 4000 NULL No
(4000) for evaluating
acriterion. A
qualifying su-
bject should
have this rule
evaluate TRUE.
Is In Index(s) of "INC TID" Column
Name Type Unique
PK_INCLUSION_TYPES PK Yes
Is In Index(s) of "STUDY ID" Column
Name Type Unique
IDX_INCLUSION TYPES2 1F1 No
Column(s) of "INCLUSIONS" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
INC_ID NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
an Inclusion.
COLL_TIME- | NUMBER System-gener- | No Yes 0 NULL No
_PT_TID ated to
identify uniquely
a Time Point.
INC_TID NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
an Inclusion_-
Tvne
SUBJECT_ID | NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
a Subject.
COLL_T DATE Nominal date/ | No No NULL No
time to nearest
second; can be
implemented as
long integer
offsetin
seconds from
midnight 1/1/-
1960.
COLL_P DATE Precision of No No NULL No
X_T; can be
implemented as
long integer
(seconds)
COLL_DY NUMBER Sponsor-assigned | No No 0 NULL No
"study day"
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IS_PASS NUMBER Investigator- No No 0 NULL No
evaluated elig-
ibility assess-
ment; TRUE if
inclusion is
Is In Index(s) of "INC ID" Column
Name Type Unique
PK INCLUSIONS PK Yes
Is In Index(s) of "COLL TIME PT TID" Column
Name Type Unique
IDX INCLUSIONS4 IF3 No
Is In Index(s) of "INC TID" Column
Name Type Unique
IDX INCLUSIONS3 IF1 No
Is In Index(s) of "'SUBJECT ID" Column
Name Type Unique
IDX INCLUSIONS2 1F2 No
Column(s) of "INGREDIENTS" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
INGREDIEN- | NUMBER System-gener- | Yes No 0 NOT NULL No
T_ID ated to
identify uniquely
an Ingredient.
UNIT_CODE- | NUMBER System-gener- | No Yes 0 NOT NULL No
LIST_ID ated to
identify uniquely
a Codelist.
LOT_ID NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
a Lot.
NAME VARCHAR?2 Name of No No 255 NULL No
(255) ingredient
UNIT_CODE | VARCHAR2 Key to No No 255 NULL No
(255) specified code
list
AMT FLOAT(63) Amount of No No NULL No
ingredient in
formulated pr-
oduct
Is In Index(s) of "INGREDIENT ID" Column
Name Type Unique
PK INGREDIENTS PK Yes
Is In Index(s) of "UNIT CODELIST ID" Column
Name Type Unique
IDX INGREDIENTS2 IF1 No
Is In Index(s) of "LOT ID" Column
Name Type Unigue
IDX INGREDIENTS4 AK1 Yes
IDX INGREDIENTS3 IF2 No
Is In Index(s) of "NAME" Column
Name Type Unique
IDX INGREDIENTS4 AK1 Yes
Is In Index(s) of "UNIT CODE" Column
Name Type Unigue
IDX INGREDIENTS4 AK1 Yes
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Is In Index(s) of "AMT"* Column

Name Type Unique
IDX INGREDIENTS4 AK1 Yes
Column(s) of "INTERVENTION TYPES'" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
INTERVENT- | NUMBER System-gener- | Yes No 0 NOT NULL No
ION_TID ated to
identify uniquely
an Intervention
Tvoe
DOSING_U- NUMBER System-gener- | No Yes 0 NOT NULL No
NIT_CODEL- ated to
IST_ID identify uniquely
a Codelist.
ROUTE_CO- | NUMBER System-gener- | No Yes 0 NOT NULL No
DELIST_ID ated to
identify uniquely
a Codelist.
LOT_ID NUMBER System-gener- | No Yes 0 NULL No
ated to
identify uniquely
alLot.
NAME VARCHAR?2 SDTM-INTERV. | No No 255 NULL No
(255) ACTTRT Short
name for the
intervention.
DESCR VARCHAR2(50) | Description of | No No 50 NULL No
the intervention.
DOSING_IN- | NUMBER Nominal value | No No 0 NULL No
TERVAL_D of duration
(seconds)
DOSING_IN- | NUMBER Precision of No No 0 NULL No
TERVAL_P X_D (seconds).
DOSING_U- VARCHAR2(12) | Key to No No 12 NULL No
NIT_CODE specified code
list
ROUTE_CODE | VARCHAR?2 Key to No No 255 NULL No
(255) specified code
list
Is In Index(s) of "INTERVENTION TID" Column
Name Type Unique
PK INTERVENTION TYPES PK Yes
Is In Index(s) of "DOSING UNIT CODELIST ID" Column
Name Type Unique
IDX INTERVENTION TYPES2 IF1 No
Is In Index(s) of "ROUTE CODELIST ID" Column
Name Type Unigue
IDX INTERVENTION TYPES3 1F2 No
Is In Index(s) of "LOT ID" Column
Name Type Unique
IDX INTERVENTION TYPES5 AK1 Yes
IDX INTERVENTION TYPES4 1F3 No
Is In Index(s) of "NAME" Column
Name Type Unigue
IDX INTERVENTION TYPES5 AK1 Yes
Is In Index(s) of "DOSING UNIT CODE" Column
Name Type Unique
IDX INTERVENTION TYPES5 AK1 Yes
Is In Index(s) of "ROUTE CODE" Column
Name Type Unigue
IDX INTERVENTION TYPES5 AK1 Yes
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Column(s) of "INTERVENTIONS' Table

Name

Datatype

Comment

Is PK

IsFK

Average Width

Null Option

Physical Only

INTERVENT-
ION_ID

NUMBER

System-gener-
ated to

identify uniquely
an Intervention.

Yes

No

0

NOT NULL

No

COLL_DOM-
_CODELIST_ID

NUMBER

System-gener-
ated to

identify uniquely
a Codelist.

No

Yes

NOT NULL

No

COLL_TIME-
_PT_TID

NUMBER

System-gener-
ated to

identify uniquely
a Time Point.

No

Yes

NULL

No

E_TIME_PT-
_TID

NUMBER

System-gener-
ated to

identify uniquely
a Time Point.

No

Yes

NULL

No

INTERVENT-
ION_TID

NUMBER

System-gener-
ated to

identify uniquely
an Intervention
Tvoe

No

Yes

NOT NULL

No

REF_TIME._-
PT_TID

NUMBER

System-gener-
ated to

identify uniquely
a Time Point.

No

Yes

NULL

No

ST_TIME_P-
T_TID

NUMBER

System-gener-
ated to

identify uniquely
a Time Point.

No

Yes

NULL

No

SUBJECT_ID

NUMBER

System-gener-
ated to

identify uniquely
a Subject.

No

Yes

NOT NULL

No

VISIT_ID

NUMBER

System-gener-
ated to
identify uniquely
a Visit.

No

Yes

NOT NULL

No

COLL_DOM-
_CODE

VARCHAR2(12)

Key to
specified code
list

No

No

12

NULL

No

DOSE

FLOAT

SDTM-INTERV.
DOSE The
dose; schedule,
units, and
route via
Intervention_-
Types.

No

No

NULL

No

SEQ

NUMBER

Connection for
related Events,
Findings, &
Interventions at
the record
level.

No

No

NULL

No

COLL T

DATE

Nominal date/
time of
Collection..

No

No

NULL

No

COLL_P

DATE

Precision of
Coll_T.

No

No

NULL

No

COLL_DY

NUMBER

Sponsor-assigned
"study day" of
Collection.

No

No

NULL

No

ET

DATE

Nominal date/
time of End.

No

No

NULL

No

E P

DATE

Precision of

No

No

NULL

No

E_ DY

NUMBER

Sponsor-assigned
"study day" of
End.

No

No

NULL

No

DUR D

NUMBER

Nominal value
of duration
(seconds)

No

No

NULL

No

DUR P

NUMBER

Precision of
Dur_D (secon-
ds).

No

No

NULL

No
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E_AFTER NUMBER

event conti

past observation

SDTM-TIMING. | No
ONGO True if

nuing

No

NULL

No

DATE Precision

Ref _T.

REF_P

of No

No

NULL

No

REF_DY NUMBER

Sponsor-assigned | No
"study day" of
Reference.

No

NULL

No

ST_T DATE

Nominal date/ | No
time of Start.

No

NULL

No

ST P DATE Precision

StT.

of No

No

NULL

No

ST_DY NUMBER

Start.

Sponsor-assigned | No
"study day" of

No

NULL

No

ST_BEFORE NUMBER

True if event No
began before
observation

No

NULL

No

REF_T DATE

time of

Reference.

Nominal date/ | No

No

NULL

No

Is In Index(s) of "INTERVENTION ID" Column

Name Type Unique
PK_INTERVENTIONS PK Yes

Is In Index(s) of "COLL DOM CODELIST ID" Column

Name Type Unique
IDX_INTERVENTIONS4 IF1 No

Is In Index(s) of "COLL TIME PT TID" Column

Name Type Unique
IDX INTERVENTIONS? IF4 No

Is In Index(s) of "E TIME PT TID" Column

Name Type Unique
IDX_INTERVENTIONS9 IF6 No

Is In Index(s) of "INTERVENTION TID" Column

Name Type Unique
IDX_INTERVENTIONS3 1E2 No
IDX_INTERVENTIONSS IF2 No

Is In Index(s) of "REF TIME PT TID" Column

Name Type Unique
IDX_INTERVENTIONS10 IF7 No

Is In Index(s) of 'ST TIME PT TID" Column

Name Type Unique
IDX INTERVENTIONSS IF5 No

Is In Index(s) of "SUBJECT ID" Column

Name Type Unique
IDX_INTERVENTIONS13 AK1 Yes
IDX INTERVENTIONS?2 IE1 No
IDX_INTERVENTIONS3 1E2 No
IDX_INTERVENTIONS12 IE3 No
IDX INTERVENTIONS6 IF3 No

Is In Index(s) of "VISIT ID" Column

Name Type Unique
IDX_INTERVENTIONS11 IF8 No
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Is In Index(s) of "COLL DOM CODE" Column

Name Type Unique
IDX INTERVENTIONS13 AK1 Yes
IDX INTERVENTIONS2 IE1 No

Is In Index(s) of ""SEQ" Column

Name Type Unique
IDX INTERVENTIONS13 AK1 Yes
IDX INTERVENTIONS12 IE3 No

Column(s) of "LOTS" Table

Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only

LOT_ID NUMBER System-gener- | Yes No 0 NOT NULL No
ated to

identify uniquely
aLot.

DRUG_ID NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
a Drug.

NAME VARCHAR2 | SDTM-INTERV. | No No 255 NOT NULL No
(255) LOT Lot serial
number assigned
to adrug

Is In Index(s) of "LOT ID" Column

Name Type Unique

PK_LOTS PK Yes

Is In Index(s) of "DRUG ID" Column

Name Type Unique
IDX LOTS3 AK1 Yes
IDX LOTS2 IF1 No

Is In Index(s) of "NAME"" Column

Name Type Unique

IDX_LOTS3 AK1 Yes

Column(s) of ""MAPPINGS' Table

Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only

MAPPING_ID | NUMBER System-gener- | Yes No 0 NOT NULL No
ated to

identify uniquely
a Mapping.

SRC_CODE- NUMBER System-gener- | No Yes 0 NOT NULL No
LIST_ID ated to

identify uniquely
a Codelist.
This is the
"'source" or
"reference" list.

DST_CODE- NUMBER System-gener- | No Yes 0 NOT NULL No
LIST_ID ated to

identify uniquely
a Codelist.
This is the
"destination" or
"alternative” list.

SRC_CODE VARCHAR2(12) | Code valuein | No No 12 NULL No
Src_Codelist. If
NULL, Dst_-
Code extends
the domain of
Src_Codelist.

DST_CODE VARCHAR2(12) | Code value in No No 12 NOT NULL No
Dst_Codelist.

MAPPING VARCHAR2(20) | Relatiopnship | No No 20 NULL No
between Src_-
Code and
Dst_Code.

Is In Index(s) of "MAPPING ID" Column

Name | Type | Unique
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| PK_MAPPINGS | PK | Yes
Is In Index(s) of ""SRC CODELIST ID" Column
Name Type Unique
IDX MAPPINGS1 IF1 No
Is In Index(s) of "DST CODELIST ID" Column
Name Type Unique
IDX MAPPINGS2 1F2 No
Column(s) of "PLANNED ASSESSMENTS" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
PLAN_ASSE- | NUMBER System-gener- | Yes No 0 NOT NULL No
SSMENT_ID ated to
identify uniquely
a Planned_As-
sessment
ELEMENT_ID | NUMBER System-gener- | No Yes 0 NULL No
ated to
identify uniquely
an Element.
PLAN_VISIT- | NUMBER System-gener- | No Yes 0 NULL No
_ID ated to
identify uniquely
a Planned_Visit.
TEST_TID NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
a Test Type.
TIME_PT_TID | NUMBER System-gener- | No Yes 0 NULL No
ated to
identify uniquely
a Time_Pt_Type.
OFFSET_D NUMBER Nominal value | No No 0 NULL No
of duration
(seconds)
OFFSET_P NUMBER Precision of No No 0 NULL No
X_D (seconds).
SEQ NUMBER Ordering of No No 0 NULL No
assessments
scheduled no-
minally at the
same time
IS_ BLINDED | NUMBER TRUE if No No 0 NULL No
evaluator does
not know
treatment
Is In Index(s) of "PLAN ASSESSMENT ID" Column
Name Type Unique
PK PLANNED ASSESSMENTS PK Yes
Is In Index(s) of "ELEMENT ID" Column
Name Type Unique
IDX PLANNED ASSESSMENTS3 IF1 No
Is In Index(s) of ""PLAN VISIT ID" Column
Name Type Unigue
IDX PLANNED ASSESSMENTS4 1F2 No
Is In Index(s) of "TEST TID" Column
Name Type Unique
IDX PLANNED ASSESSMENTS2 IF3 No
Is In Index(s) of "TIME PT TID" Column
Name Type Unique
IDX PLANNED ASSESSMENTS5 IF4 No
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Column(s) of "PLANNED ELEMENT

SEQUENCES" Table

Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
PLAN_ELE- NUMBER System-gener- | Yes No 0 NOT NULL No
MENT_SEQ_ID ated to
identify uniquely
a Planned_EI-
ement Sed
ARM_ID NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
an Arm.
ELEMENT_ID | NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
an Element.
RANDOMIZ- | NUMBER System-gener- | No Yes 0 NULL No
ATION_TID ated to
identify uniquely
a Randomization
Tvoe
NAME VARCHAR2(40) | Name of the No No 40 NULL No
Element Sequ-
ence, corresp-
onding to the
SDTM Flement
SEQ NUMBER Ordering of No No 0 NOT NULL No
Elements within
Arms
BRANCH_R- | VARCHAR?2 Rule governing | No No 4000 NULL No
ULE (4000) branch at the
end of this
element, for
example, "Ra-
ndomization".
TRANSITIO- | VARCHAR2 Conditions under | No No 4000 NULL No
N_RULE (4000) which to
transition from
this element to
one other than
the next one in
sequence.
TRANSITIO- | NUMBER Next element No No 0 NULL No
N_TO_SEQ in sequence if
Transition_Rule
evaluates TRUE
Is In Index(s) of "PLAN ELEMENT SEQ ID'" Column
Name Type Unigue
PK PLANNED ELEMENT SEQUENCES | PK Yes
Is In Index(s) of "ARM ID" Column
Name Type Unique
IDX PLANNED ELEMENT SEQUENCES5 | AK1 Yes
IDX PLANNED ELEMENT SEQUENCES?2 | IF1 No
Is In Index(s) of "ELEMENT ID" Column
Name Type Unique
IDX PLANNED ELEMENT SEQUENCES5 | AK1 Yes
IDX PLANNED ELEMENT SEQUENCES3 | IF2 No
Is In Index(s) of "RANDOMIZATION TID" Column
Name Type Unique
IDX PLANNED ELEMENT SEQUENCES4 | IF3 No
Is In Index(s) of "NAME" Column
Name Type Unique
IDX PLANNED ELEMENT SEQUENCES5 | AK1 Yes
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Column(s) of "PLANNED INTERVENTIONS'" Table

Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
PLAN_INTE- | NUMBER System-gener- | Yes No 0 NOT NULL No
RVENTION_ID ated to
identify uniquely
a Planned_Int-
ervention
ELEMENT_ID | NUMBER System-gener- | No Yes 0 NULL No
ated to
identify uniquely
an Element.
INTERVENT- | NUMBER System-gener- | No Yes 0 NOT NULL No
ION_TID ated to
identify uniquely
an Intervention
Tvoe
PLAN_VISIT- | NUMBER System-gener- | No Yes 0 NULL No
1D ated to
identify uniquely
a Planned_Visit.
TIME_PT_TID | NUMBER System-gener- | No Yes 0 NULL No
ated to
identify uniquely
a time point.
DOSE FLOAT The dose; No No NULL No
schedule, units,
and route via
Intervention_-
Tvoes
OFFSET_D NUMBER Nominal value | No No 0 NULL No
of duration
(seconds)
OFFSET_P NUMBER Precision of No No 0 NULL No
X_D (seconds).
DUR_D NUMBER Nominal value | No No 0 NULL No
of duration
(seconds)
DUR_P NUMBER Precision of No No 0 NULL No
X_D (seconds).
RULE VARCHAR2 The rule that No No 4000 NULL No
(4000) determines w-
hether or not
that intervention
is made
Is In Index(s) of "PLAN INTERVENTION ID" Column
Name Type Unique
PK_PLANNED INTERVENTIONS PK Yes
Is In Index(s) of "ELEMENT ID" Column
Name Type Unique
IDX PLANNED INTERVENTIONS6 AK1 Yes
IDX PLANNED INTERVENTIONS?2 1F1 No
Is In Index(s) of "INTERVENTION TID" Column
Name Type Unique
IDX PLANNED INTERVENTIONS6 AK1 Yes
IDX PLANNED INTERVENTIONS3 1F2 No
Is In Index(s) of "PLAN VISIT ID" Column
Name Type Unique
IDX PLANNED INTERVENTIONS4 1F3 No
Is In Index(s) of "TIME PT TID" Column
Name Type Unique
IDX_PLANNED INTERVENTIONSS IF4 No
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Column(s) of "PLANNED VISITS" Table

Name

Datatype

Comment

Is PK

IsFK

Average Width

Null Option

Physical Only

PLAN_VISIT-
ID

NUMBER

System-gener-
ated to

identify uniquely
a Planned
Visit

Yes

No

0

NOT NULL

No

ARM_ID

NUMBER

System-gener-
ated to

identify uniquely
an Arm.

No

Yes

NULL

No

NAME

VARCHAR2
(255)

Name of
protocol-spec-
ified visit.
Represents the
protocol-defined
description for
a clinical
encounter.

No

No

255

NULL

No

NUM

VARCHAR2(10)

Alternative name
of protocol-
specified visit.
Also referred
to as a clinical
encounter nu-
mber.

No

No

10

NULL

No

ST_ELEME-
NT_SEQ

NUMBER

Element_Seg-
uence reference
for start of
visit

No

No

NULL

No

ST_OFFSET D

NUMBER

Nominal value
of duration
(seconds)

No

No

NULL

No

ST_OFFSET_P

NUMBER

Precision of
X_D (seconds).

No

No

NULL

No

ST _DY

NUMBER

Planned or
nominal study
day

No

No

NULL

No

ST _RULE

VARCHAR?
(4000)

Rule specified
start of a Visit

No

No

4000

NULL

No

IS ST_CON-
STRAINED

NUMBER

TRUE is Visit
may occur
after the
referenced El-
ement ends

No

No

NULL

No

E_ELEMEN-
T_SEQ

NUMBER

Element_Seg-
uence reference
for end of visit

No

No

NULL

No

E_OFFSET D

NUMBER

Nominal value
of duration
(seconds)

No

No

NULL

No

E_OFFSET_P

NUMBER

Precision of
X_D (seconds).

No

No

NULL

No

E_RULE

VARCHAR2
(4000)

Rule specified
end of Visit

No

No

4000

NULL

No

DUR_D

NUMBER

Nominal value
of duration
(seconds)

No

No

NULL

No

DUR_P

NUMBER

Precision of
X_D (seconds).

No

No

NULL

No

DUR_RULE

VARCHAR?
(4000)

Rule for
determining the
duration of a
protocol-spec-
ified visit

No

No

4000

NULL

No

Is In Index(s) of "PLAN VISIT ID" Column

Name

Type

Unique

PK_PLANNED VISITS

PK

Yes

Is In Index(s) of "ARM ID" Column

Name

Type

Unique

IDX_PLANNED VISITS3

AK1

Yes

IDX_PLANNED_VISITS2

IF1

No

Is In Index(s) of "NAME" Column

Name

| Type

| Unique
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| IDX PLANNED VISITS3 | AK1 | Yes
Column(s) of "PROGRAMS" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
PROGRAM_ID | NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a Program.
STUDY_ID NUMBER System-gener- | No Yes 0 NULL No
ated to
identify uniquely
a Study.
SPONSOR VARCHAR2(20) | Owner of the No No 20 NOT NULL No
program and
study data
INDICATION | VARCHAR2(50) | Proposed use No No 50 NOT NULL No
for drug.
Is In Index(s) of "PROGRAM ID' Column
Name Type Unique
PK_PROGRAMS PK Yes
Is In Index(s) of "STUDY ID" Column
Name Type Unique
IDX PROGRAMS?2 IF1 No
Column(s) of "QUALIFIERS" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
QUALIFIER_ID | NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a Qualifier.
CAT_CODE- NUMBER System-gener- | No Yes 0 NOT NULL No
LIST_ID ated to
identify uniquely
a Codelist.
COLL_TIME- | NUMBER System-gener- | No Yes 0 NULL No
_PT_TID ated to
identify uniquely
a Time Point.
VALUE_CO- | NUMBER System-gener- | No Yes 0 NOT NULL No
DELIST_ID ated to
identify uniquely
a Codelist.
EVALUATO- | NUMBER System-gener- | No Yes 0 NOT NULL No
R_ID ated to
identify uniquely
an Evaluator.
TBL VARCHAR2(20) | Name of table | No No 20 NULL No
to which
attribution is
associated
TBL_ID NUMBER Identifies the No No 0 NULL No
related observ-
ation in
Findings, Inte-
rventions, Ev-
ents, or some
other Thl.
SUBJECT_ID | NUMBER Not for No No 0 NULL No
JOINS! Provided
to support
partitioning
CAT_CODE VARCHAR?2 Key to No No 255 NULL No
(255) specified code
list
VALUE_CODE | VARCHAR?2 Key to No No 2000 NULL No
(2000) specified code
list
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COLL_T DATE Nominal date/ | No No NULL No
time to nearest
second; can be
implemented as
long integer
offset in
COLL_P DATE Precision of No No NULL No
X_T; can be
implemented as
long integer
(seconds)
COLL_DY NUMBER Sponsor-assigned | No No 0 NULL No
"study day"
Is In Index(s) of "QUALIFIER ID" Column
Name Type Unique
PK QUALIFIERS PK Yes
Is In Index(s) of "CAT CODELIST ID" Column
Name Type Unique
IDX QUALIFIERS3 1E2 No
IDX QUALIFIERSS IF1 No
Is In Index(s) of "COLL TIME PT TID" Column
Name Type Unique
IDX QUALIFIERS8 IF4 No
Is In Index(s) of "VALUE CODELIST ID" Column
Name Type Unique
IDX QUALIFIERS4 1E3 No
IDX QUALIFIERS6 1F2 No
Is In Index(s) of "EVALUATOR ID" Column
Name Type Unique
IDX QUALIFIERS7 IF3 No
Is In Index(s) of " TBL" Column
Name Type Unique
IDX QUALIFIERS10 AK2 Yes
IDX QUALIFIERS9 IE4 No
Is In Index(s) of "TBL ID" Column
Name Type Unique
IDX QUALIFIERS10 AK2 Yes
IDX QUALIFIERS9 IE4 No
Is In Index(s) of "'SUBJECT ID'" Column
Name Type Unique
IDX QUALIFIERS10 AK2 Yes
IDX QUALIFIERS2 IEL No
Is In Index(s) of "CAT CODE" Column
Name Type Unique
IDX QUALIFIERS10 AK2 Yes
IDX QUALIFIERS3 1E2 No
Is In Index(s) of "VALUE CODE"" Column
Name Type Unique
IDX QUALIFIERS4 IE3 No
Column(s) of "RANDOMIZATION TYPES" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
RANDOMIZ- | NUMBER System-gener- | Yes No 0 NOT NULL No
ATION_TID ated to
identify uniquely
a Randomization
Tyvpe
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BLOCKING_ID | NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
NAME VARCHAR2(20) | Single word No No 20 NULL No
description of
the randomiz-
ation plan.
DESCR VARCHAR2(50) | Detailed desc- | No No 50 NULL No
ription of
randomization
plan.
Is In Index(s) of "RANDOMIZATION TID'" Column
Name Type Unique
PK_RANDOMIZATION TYPES PK Yes
Is In Index(s) of "BLOCKING ID' Column
Name Type Unique
IDX RANDOMIZATION TYPES2 IF1 No
Column(s) of "RESULTS" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
RESULT_ID NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a Result.
ANALYSIS_ID | NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
an Analysis.
ROLE_COD- NUMBER System-gener- | No Yes 0 NOT NULL No
ELIST_ID ated to
identify uniquely
a Codelist.
UNIT_CODE- | NUMBER System-gener- | No Yes 0 NOT NULL No
LIST_ID ated to
identify uniquely
a Codelist.
NAME VARCHAR2(20) | Short name of | No No 20 NOT NULL No
result parameter
DESCR VARCHAR2(50) | Description of | No No 50 NULL No
result parameter
ROLE_CODE | VARCHAR2(12) | Key to No No 12 NULL No
specified code
list
X FLOAT(63) First array No No NULL No
index for
reported values
Y FLOAT(63) Second array No No NULL No
index for
reported values
VALUE FLOAT(63) Numerical value | No No NULL No
of result
UNIT_CODE | VARCHAR2(12) | Key to No No 12 NULL No
specified code
list
Is In Index(s) of "RESULT ID" Column
Name Type Unique
PK RESULTS PK Yes
Is In Index(s) of "ANALYSIS ID" Column
Name Type Unique
IDX RESULTS2 IF1 No
Is In Index(s) of "ROLE CODELIST ID" Column
Name | Type | Unique
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| IDX_RESULTS3 | IF2 | No
Is In Index(s) of ""UNIT CODELIST ID" Column
Name Type Unigue
IDX RESULTS4 1F3 No
Column(s) of "'SITES™ Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
SITE_ID NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a Site.
COUNTRY_- | NUMBER System-gener- | No Yes 0 NOT NULL No
CODELIST_ID ated to
identify uniquely
a Codelist.
STUDY_ID NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
a Study.
STUDY_SITE | VARCHAR2 SDTM-DEM. No No 255 NULL No
(255) SITEID Unique
number assigned
to a study site
within a
submission.
Sponsor may
somtimes send
the Investigator
1D within the
SitelD field in
special cases
where Site ID
is equivalent
to Investigator
1D.
INVESTIGA- | VARCHAR2 SDTM-DEM. No No 100 NULL No
TOR_NAME | (100) INVNAM Name
of the
investigator
responsible for
the study at
the site.
INVESTIGA- | VARCHAR2(10) | Investigator No No 10 NULL No
TOR_NUM identifier within
a study. Not
needed if Site
ID is
equivalent to
Investigator ID.
INSTITUTION | VARCHAR2 Institution where | No No 255 NULL No
(255) study was
performed.
COUNTRY_- | VARCHAR2 Key to No No 255 NULL No
CODE (255) specified code
list
Is In Index(s) of "'SITE_ID" Column
Name Type Unique
PK_SITES PK Yes
Is In Index(s) of "COUNTRY CODELIST ID'" Column
Name Type Unique
IDX SITES2 IEL No
IDX_SITES3 IF1 No
Is In Index(s) of ""STUDY ID" Column
Name Type Unique
IDX SITES5 AK1 Yes
IDX SITES2 IE1 No
IDX SITES4 1F2 No
Is In Index(s) of "'STUDY SITE" Column
Name Type Unique
IDX SITES5 AK1 Yes
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Column(s) of "STRATIFICATIONS" Table

Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
STRATIFIC- NUMBER System-gener- | Yes No 0 NOT NULL No
ATION_ID ated to
identify uniquely
a Stratification.
RANDOMIZ- | NUMBER System-gener- | No Yes 0 NOT NULL No
ATION_TID ated to
identify uniquely
a Randomization
Tvne
NAME VARCHAR2(20) | Name of No No 20 NOT NULL No
stratification; e.
g., "BY
GENDER"
DESCR VARCHAR2(50) | Description of | No No 50 NULL No
rule for
determining
stratum
RULE VARCHAR?2 Rule to No No 4000 NULL No
(4000) determine str-
atum for a
given subject.
Is In Index(s) of ""'STRATIFICATION ID" Column
Name Type Unique
PK_STRATIFICATIONS PK Yes
Is In Index(s) of "RANDOMIZATION TID" Column
Name Type Unique
IDX_STRATIFICATIONS2 IF1 No
Column(s) of ""STUDIES" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
STUDY_ID NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a Study.
APPLICATI- NUMBER System-gener- | No Yes 0 NOT NULL No
ON_ID ated to
identify uniquely
an Application.
ANALYTIC_- | NUMBER System-gener- | No Yes 0 NOT NULL No
PLAN_COD- ated to
ELIST_ID identify uniquely
a Codelist.
DESIGN_TID | NUMBER System-gener- | No Yes 0 NULL No
ated to
identify uniquely
a Design
Tvne
SUPERSTU- NUMBER System-gener- | No Yes 0 NOT NULL No
DY_ID ated to
identify uniquely
a Superstudy.
NAME VARCHAR2(30) | The short No No 30 NULL No
name of the
study.
NUM VARCHAR2(30) | SDTM-DEM. | No No 30 NULL No
STUDYID s-
ponsor-assigned
study number
TITLE VARCHAR2 | The full title No No 500 NULL No
(500) of the study.
VERSION VARCHAR2(40) | Amendmentor | No No 40 NULL No
effective date
for protocol
version
SUBMISSIO- | DATE Use with No No NULL No
N_DATE Application_ID
to identify
source of
study
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CRF_PDF BLOB Case report No No 0 NULL No
forms in PDF
format.
GE_RULE VARCHAR?2 SQL code to No No 4000 NULL No
(4000) produce the
group effects
(GE) domain
IE_RULE VARCHAR?2 SQL statement | No No 4000 NULL No
(4000) to build the
individual effects
(IE) domain
view from
other submission
domains
ANALYTIC_- | VARCHAR2(12) | Key to No No 12 NULL No
PLAN_CODE specified code
list
Is In Index(s) of "'STUDY ID" Column
Name Type Unique
PK STUDIES PK Yes
Is In Index(s) of ""APPLICATION ID" Column
Name Type Unigue
IDX STUDIES6 AK1 Yes
IDX STUDIES3 IF1 No
Is In Index(s) of "ANALYTIC PLAN CODELIST ID" Column
Name Type Unique
IDX STUDIES4 1F2 No
Is In Index(s) of "DESIGN TID" Column
Name Type Unigue
IDX STUDIES5 IF3 No
Is In Index(s) of ""'SUPERSTUDY ID" Column
Name Type Unigue
IDX STUDIES6 AK1 Yes
IDX STUDIES2 IF4 No
Is In Index(s) of "NAME" Column
Name Type Unigue
IDX STUDIES6 AK1 Yes
Column(s) of ""SUBJECTS" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
SUBJECT_ID | NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a Subject.
ARM_ID NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
an Arm.
SITE_ID NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
a Site.
INITIALS VARCHAR2(4) | The subjects No No 4 NULL No
initials.
SITE_SUBJECT | VARCHAR2(10) | Subject identifier | No No 10 NULL No
within site
STUDY_SU- | VARCHAR2(30) | Subject identifier | No No 30 NULL No
BJECT within study =
SDTM SUBJID
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SUBMISSIO- | VARCHAR2(20) | Subject identifier | No No 20 NOT NULL No
N_SUBJECT within submis-
sion = SDTM
USUBJID
Is In Index(s) of ""SUBJECT ID" Column
Name Type Unigue
PK SUBJECTS PK Yes
Is In Index(s) of "ARM ID" Column
Name Type Unique
IDX SUBJECTS2 IF1 No
Is In Index(s) of "'SITE ID" Column
Name Type Unique
IDX SUBJECTS3 IF2 No
Is In Index(s) of ""SUBMISSION SUBJECT" Column
Name Type Unigue
IDX SUBJECTS4 AK1 Yes
Column(s) of "SUPERSTUDIES" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
SUPERSTU- NUMBER System-gener- | Yes No 0 NOT NULL No
DY_ID ated to
identify uniquely
a Superstudy.
SUPERSTU- NUMBER System-gener- | No Yes 0 NOT NULL No
DY_SEQUE- ated to
NCE_ID identify uniquely
a Superstudy-
Sequence
NAME VARCHAR2(30) | The short No No 30 NULL No
name of the
study
NUM VARCHAR2(20) | SDTM-DEM. No No 20 NULL No
STUDYID S-
ponsor-assigned
study number
TITLE VARCHAR?2 The full title No No 500 NULL No
(500) of the study
SEQ NUMBER Order of No No 0 NULL No
Superstudy
within Supers-
tudy_Sequences
Is In Index(s) of ""SUPERSTUDY ID" Column
Name Type Unique
PK_SUPERSTUDIES PK Yes
Is In Index(s) of "SUPERSTUDY SEQUENCE ID" Column
Name Type Unigue
IDX SUPERSTUDIES2 IF1 No
Is In Index(s) of "NAME"" Column
Name Type Unique
IDX SUPERSTUDIES3 AK1 Yes
Column(s) of ""SUPERSTUDY SEQUENCES" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
SUPERSTU- NUMBER System-gener- | Yes No 0 NOT NULL No
DY_SEQUE- ated to
NCE_ID identify uniquely
a Superstudy-
Sequence
NAME VARCHAR2(30) | Name for an No No 30 NULL No
ordered set of
super-studies.
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DESCR VARCHAR2 Description of | No No 255 NULL No
(255) an ordered set
of super-
studies.
Is In Index(s) of "SUPERSTUDY SEQUENCE ID' Column
Name Type Unique
PK_SUPERSTUDY_SEQUENCES PK Yes
Is In Index(s) of "NAME'" Column
Name Type Unique
IDX_SUPERSTUDY_SEQUENCES2 AK1 Yes
Column(s) of "TEST TYPES'" Table
Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only
TEST_TID NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a Test Type.
METHOD_C- | NUMBER System-gener- | No Yes 0 NOT NULL No
ODELIST_ID ated to identfy
uniquely a
Codelist.
PARENT_TE- | NUMBER System-gener- | No Yes 0 NULL No
ST_TID ated to
identify uniquely
a Test Type.
TEST_CODE- | NUMBER System-gener- | No Yes 0 NOT NULL No
LIST_ID ated to
identify uniquely
a Codelist.
UNIT_CODE- | NUMBER System-gener- | No Yes 0 NOT NULL No
LIST_ID ated to
identify uniquely
a Codelist.
TEST_CODE | VARCHAR2 Key to No No 255 NULL No
(255) specified code
list
METHOD_C- | VARCHAR2(12) | Key to No No 12 NULL No
ODE specified code
list
IS_INTERVAL | NUMBER TRUE if No No 0 NULL No
assessment is
an interval
scaled catego-
rical measure-
ment.
IS_ORDINAL | NUMBER TRUE if No No 0 NULL No
assessment is
an ordered
categorical va-
riable
RESULT VARCHAR2(10) | Type of test No No 10 NOT NULL No
result, e.g.,
CONTINUOUS,
CATEGORI-
CAL, WAVE-
FORM
UNIT_CODE | VARCHAR2(12) | Key to No No 12 NULL No
specified code
list
SCORING_R- | VARCHAR2 How to No No 4000 NULL No
ULE (4000) combine subc-
ategories to
total score
MIN_VALUE | FLOAT Smallest phys- | No No NULL No
ically possible
result
MAX_VALUE | FLOAT Largest physi- | No No NULL No
cally possible
result
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LLN FLOAT Lower limit of | No No NULL No
normal

ULN FLOAT Upper limitof | No No NULL No
normal

Is In Index(s) of "TEST TID" Column

Name Type Unique

PK TEST TYPES PK Yes

Is In Index(s) of "METHOD CODELIST ID" Column

Name Type Unique

IDX TEST TYPES2 IF1 No

Is In Index(s) of "PARENT TEST TID" Column

Name Type Unique

IDX TEST TYPES5 IF4 No

Is In Index(s) of "TEST CODELIST ID" Column

Name Type Unique

IDX TEST TYPES3 IF2 No

Is In Index(s) of "UNIT CODELIST ID" Column

Name Type Unique

IDX TEST TYPES4 IF3 No

Column(s) of "TIME PT TYPES'" Table

Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only

TIME_PT_TID | NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a time point.

NAME VARCHAR2(20) | Name of No No 20 NOT NULL No
reference time
point

DESCR VARCHAR2(50) | Description of | No No 50 NULL No
reference time
point.

Is In Index(s) of "TIME PT TID" Column

Name Type Unique

PK TIME PT TYPES PK Yes

Column(s) of "USAGES" Table

Name Datatype Comment Is PK Is FK Average Width | Null Option Physical Only

USAGE_ID NUMBER System-gener- | Yes No 0 NOT NULL No
ated to
identify uniquely
a Usage.

CODELIST_ID | NUMBER System-gener- | No Yes 0 NOT NULL No
ated to
identify uniquely
a Codelist.

TBL VARCHAR2(20) | Name of table No No 20 NOT NULL No
in Janus where
Codelist is
referenced.

COL VARCHAR2(20) | Name of Col No No 20 NOT NULL No
in Tbl where
Codelist is
referenced.

IS_PREFERRED | NUMBER TRUE if this No No 0 NOT NULL No
Codelist is a
preferred list
for this usage.

Is In Index(s) of "USAGE ID" Column

Name | Type | Unique
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PK_USAGES

| PK

| Yes

Is In Index(s) of "CODELIST ID" Column

Name

Type

Unique

IDX_USAGES1

IF1

No

Column(s) of ""VISITS" Table

Name

Datatype

Comment

Is PK

IsFK

Average Width

Null Option

Physical Only

VISIT_ID

NUMBER

System gener-
ated to
identify uniquely
a Visit.

Yes

No

0

NOT NULL

No

E_TIME_PT-
_TID

NUMBER

System-gener-
ated to

identify uniquely
a Time Point.

No

Yes

NULL

No

PLAN_VISIT-
_ID

NUMBER

System-gener-
ated to

identify uniquely
a Planned
\/isit.

No

Yes

NULL

No

ST_TIME_P-
T_TID

NUMBER

System-gener-
ated to

identify uniquely
a Time Point.

No

Yes

NULL

No

SUBJECT_ID

NUMBER

System-gener-
ated to

identify uniquely
a Subject.

No

Yes

NOT NULL

No

NAME

VARCHAR2
(255)

Name of
actual visit.

No

No

255

NULL

No

NUM

VARCHAR2(10)

Alternative name
of actual visit.

No

No

10

NULL

No

ST_T

DATE

Nominal date/
time to nearest
second; can be
implemented as
long integer
offset in
seconds from
midnight 1/1/-
1960.

No

No

NULL

No

ST P

DATE

Precision of
X_T; can be
implemented as
long integer
(seconds)

No

No

NULL

No

ST _DY

NUMBER

Sponsor-assigned
"study day"

No

No

NULL

No

ET

DATE

Nominal date/
time to nearest
second; can be
implemented as
long integer
offset in
seconds from
midnight 1/1/-
1960.

No

No

NULL

No

EP

DATE

Precision of
X_T; can be
implemented as
long integer
(seconds)

No

No

NULL

No

E_ DY

NUMBER

Sponsor-assigned
"study day"

No

No

NULL

No

DUR_D

NUMBER

Nominal value
of duration
(seconds)

No

No

NULL

No

DUR_P

NUMBER

Precision of
X_D (seconds).

No

No

NULL

No

Is In Index(s) of "VISIT ID" Column

Name

Type

Unique

PK_VISITS

PK

Yes

Is In Index(s) of "E TIME PT TID" Column

Name

| Type

| Unique
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IDX_VISITS4 | IF4

No

Is In Index(s) of "PLAN VISIT ID" Column

Name Type Unique
IDX VISITS1 IF1 No

Is In Index(s) of 'ST TIME PT TID" Column

Name Type Unique
IDX VISITS3 IF3 No

Is In Index(s) of "'SUBJECT ID" Column

Name Type Unique
IDX VISITS5 AK1 Yes
IDX VISITS2 IF2 No

Is In Index(s) of "NAME" Column

Name Type Unique
IDX VISITS5 AK1 Yes
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