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CDISC SDTM SDS V3.1 to JANUS 6.02 Mapping
Blue – Required variables in SDTM Domain as specified
Fuchsia – The current SQL Scripts for the JANUS data load under

                     in SDTM SDS v3.1 Implementation Guide

     the NCI JANUS project currently do this mapping
Note 1: The various Findings, Interventions and Events domains populate data into the JANUS tables QUALIFERS, COMMENTS and DEPENDENCIES for many domain variables.  Most of the insertions of data are standardized across all domains as to what gets populated into the various columns on these tables, as documented in Appendix A to this document.   Where the data insertions for a particular domain or domain variable vary from this standard, it will be so noted in the body of the mappings below.  Further note that rows will only be inserted into QUALIFIERS or COMMENTS if the corresponding variable is not blank or not NULL.
Note 2:  There are a few places in the below document where the use of a “0 ID Dummy row” is mentioned.   In general, each of the JANUS tables related to Trial Design, Studies, Sites, Visits and Subjects will each have a special row with a Primary Key ID of the value zero (0).   This will support referential integrity within JANUS where there are rows that do not refer to the parent data object in question (for example, there are no Visits associated with the Subject Characteristics SC domain, so the VISIT_ID column will be set to 0 for all rows in FINDINGS related to SC, and will therefore point to a Visit named “Dummy” Visit, “No Visit”, or whatever description of these dummy rows would be desired at a particular site). 
Note 3:  Since the implementation of codes, decodes and code descriptions is not mandated in JANUS (other than the use of the CODELISTS table itself, to define the actual coded/categorized variables, and to define the external tables where the controlled vocabulary and code descriptions may be stored or referenced), this mapping document does not provide any specific mappings of coded values into any tables (as this is technically outside the domain of JANUS per se).
Note 4:   The current JANUS data model is not configured to optimally support data precision, when there are partial dates submitted by a sponsor for a Study.  This issue will be raised with the planned JANUS Change Control Board, but for now, and to keep the SDTM(JANUS data mappings as close to the current data model as possible, all incoming dates from SDTM (except those from DM) will be mapped into the JANUS xxxx_T and xxxx_P columns as follows:

· If the date/time is complete to the seconds precision (YY-MM-DD HH24:MI:SS) then place the same date/time value in both the xxxx_T and xxxx_P columns

· If the date/time is complete just to the minute precision (partial date/time), then place the “low” date with 00 seconds in the xxxx_T column and the “high” date/time with the 59 seconds in the xxxx_p column
· If the date/time is complete just to the hour precision, then place the “low” date with 00:00 minutes/seconds in the xxxx_T column and the “high” date/time with the 59:59 minutes/seconds in the xxxx_P column

· And so on up to the final supported precision which would be to the year precision (“low” date with the YY-01-01 00:00:00 in the xxxx_T column and the “high” date/time with the YY-12-31 23:59:59 in the xxxx_P column.

The actual precision of the stored date quantities could therefore always be computed by doing date arithmetic on the xxxx_P date minus the xxxx_T date.

The similar rule for the durations in ISO 8606 format (partial durations) – the “low” end of the duration value in xxxx_P column and the “high” end of the duration in the xxxx_T column.

	Domain Name 
	Variable Name 

	Variable Name
(or minus domain name)
	Variable Label
	Variable Type
	JANUS Table
	JANUS Attribute
	Attribute Type
	Notes

	TE
	STUDYID
	STUDYID
	Study Identifier
	Char
	ELEMENTS
	STUDY_ID (Proposed Change to the JANUS data model)
	VARCHAR2(20)
	Proposed -- match to STUDIES.NUM to derive FK to STUDIES.

	TE
	DOMAIN
	DOMAIN
	Domain Abbreviation
	Char
	Not mapped
	Not mapped
	 
	

	TE
	ETCD
	ETCD
	Element Code
	Char
	ELEMENTS
	NAME
	VARCHAR2(20)
	

	TE
	ELEMENT
	ELEMENT
	Description of Element
	Char
	ELEMENTS
	DESCR
	VARCHAR2(50)
	

	TE
	TESTRL
	STRL
	Rule for Start of the Element
	Char
	ELEMENTS
	ST_RULE
	VARCHAR2(4000)
	

	TE
	TEENRL
	ENRL
	Rule for End of the Element
	Char
	ELEMENTS
	END_RULE
	VARCHAR2(4000)
	

	TE
	TEDUR
	DUR
	Planned Duration of Element
	Char
	ELEMENTS
	DUR_RULE

DUR_NOMINAL_D

DUR_NOMINAL_P


	VARCHAR2(4000)

INTEGER
INTEGER
	Use ISO 8601 standard to also break out TEDUR to DUR_NOMINAL_D and DUR_NOMINAL_P (also see Note 4 above).

	--
	--
	
	Duration Limit
	
	ELEMENTS
	DUR_LIMITS_D
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Duration Limit - Precision
	
	ELEMENTS
	DUR_LIMITS_P
	INTEGER
	Not currently available from SDTM


	
	
	
	
	
	
	
	
	

	TA
	STUDYID
	STUDYID
	Study Identifier
	Char
	ARMS


	STUDY_ID
	INTEGER


	Match to STUDIES.NUM to derive FK to STUDIES.

For PLANNED_ ELEMENT_ SEQUENCES, use STUDYID in conjunction with ARMCD to get the FK to ARMS (ensuring that this entry points to the correct Arm for this Study)

	TA
	DOMAIN
	DOMAIN
	Domain Abbreviation


	Char
	Not mapped
	Not mapped
	 
	

	TA
	ARMCD
	ARMCD
	Arm Code (Treatment Code)
	Char
	ARMS
PLANNED_ ELEMENT_ SEQUENCES
	NAME
ARM_ID
	VARCHAR2(20)

INTEGER
	Match to ARMS.NAME to derive FK to ARMS.

	TA
	ARM
	ARM
	Description of Arm (Treatment Group)
	Char
	ARMS
	DESCR
	VARCHAR2(50)
	

	TA
	TAETORD
	ETORD
	Order of Element within Arm
	Num
	PLANNED_ ELEMENT_ SEQUENCES 

	SEQ
	INTEGER
	

	TA
	ETCD
	ETCD
	Element Code
	Char
	PLANNED_ ELEMENT_ SEQUENCES

ELEMENTS
	ELEMENT_ID

NAME
	INTEGER

VARCHAR2(20)
	Match to ELEMENTS.NAME to derive FK to ELEMENTS.
Only if no match (e.g. no TE domain for this Study) -- insert a row into ELEMENTS based on this ETCD   (all other columns null except DESCR if TA.ELEMENT supplied)

	TA
	ELEMENT
	ELEMENT
	Description of Element
	Char
	QUALIFIERS
ELEMENTS
	VALUE_CODE
DESCR
	 VARCHAR2(48)
VARCHAR2(50)


	Only if row is inserted into ELEMENTS as per above

	TA
	TABRANCH
	BRANCH
	Branch
	Char
	PLANNED_ ELEMENT_ SEQUENCES
	BRANCH_RULE
	VARCHAR2(4000)
	

	TA
	TATRANS
	TRANS
	Transition Rule
	Char
	PLANNED_ ELEMENT_ SEQUENCES
	TRANSITION_RULE
	VARCHAR2(4000)
	

	TA
	EPOCH
	EPOCH
	Trial Epoch
	Char
	PLANNED_ ELEMENT_ SEQUENCES
	NAME
	VARCHAR2(20)
	If EPOCH not provided--this column will be derived (study name + arm code)

	--
	--
	
	Planned Enrollment
	
	ARMS
	N
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Ordering for sequential study designs
	
	ARMS
	COHORT
	INTEGER
	Not currently available from SDTM

	--
	--
	
	PK to RANDOMIZATION_TYPE S table
	
	PLANNED_ ELEMENT_ SEQUENCES
	RANDOMIZATION_ ID
	INTEGER
	Randomization information not currently available from SDTM, cannot link to this JANUS table

	--
	--
	
	Next element in sequence if

Transition_Rule evaluates TRUE
	
	PLANNED_ ELEMENT_ SEQUENCES
	TRANSITION_TO_ SEQ
	INTEGER
	Not currently available from SDTM

	
	
	
	
	
	
	
	
	

	TV
	STUDYID
	STUDYID
	Study Identifier
	Char
	--
	--
	 
	In conjunction with ARMCD,  use STUDIES.NUM to get the FK to ARMS (ensuring that this entry points to the correct Arm for this Study) 

	TV
	DOMAIN
	DOMAIN
	Domain Abbreviation
	Char
	Not mapped
	Not mapped
	 
	

	TV
	VISIT
	VISIT
	Visit Name


	Char
	PLANNED_VISITS
	NAME
	VARCHAR2(20)
	

	TV
	VISITNUM
	VISITNUM
	Visit Sequence Number
	Num
	PLANNED_VISITS
	NUM
	VARCHAR2(10)
	

	TV
	VISITDY
	VISITDY
	Planned Study Day of Visit
	Num
	PLANNED_VISITS
	ST_DY
	INTEGER
	

	TV
	ARMCD
	ARMCD
	Arm Code (Treatment Code)
	Char
	PLANNED_VISITS
	ARM_ID
	INTEGER
	If ARMCD is null/ blank, set ARM_ID to 0.  Otherwise, match to ARMS.NAME to derive FK to ARMS.

	TV
	ARM
	ARM
	Description of Arm
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	TV
	TVSTRL
	STRL
	Visit Start Rule
	Char
	PLANNED_VISITS
	ST_RULE
	VARCHAR2(4000)
	

	TV
	TVENRL
	ENRL
	Visit End Rule
	Char
	PLANNED_VISITS
	E_RULE
	VARCHAR2(4000)
	

	--
	--
	
	Element_Sequence reference for start of visit
	
	PLANNED_VISITS
	ST_ELEMENT_SEQ
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Start of Visit Offset - Duration
	
	PLANNED_VISITS
	ST_ELEMENT_D
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Start of Visit Offset – Duration Precision
	
	PLANNED_VISITS
	ST_ELEMENT_P
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Element_Sequence reference for end of visit
	
	PLANNED_VISITS
	ST_ELEMENT_SEQ
	INTEGER
	Not currently available from SDTM

	--
	--
	
	End of Visit Offset - Duration
	
	PLANNED_VISITS
	E_ELEMENT_D
	INTEGER
	Not currently available from SDTM

	--
	--
	
	End  of Visit Offset – Duration Precision
	
	PLANNED_VISITS
	E_ELEMENT_P
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Indication that Visit may occur after the referenced Element ends.
	
	PLANNED_VISITS
	IS_ST_ CONSTRAINED
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Duration Rule
	
	PLANNED_VISITS
	E_RULE


	VARCHAR2(4000)
	Not currently available from SDTM

	--
	--
	
	Planned Visit Duration
	
	PLANNED_VISITS
	DUR_D
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Planned Visit Duration Precision
	
	PLANNED_VISITS
	DUR_P
	INTEGER
	Not currently available from SDTM

	
	
	
	
	
	
	
	
	

	SE
	STUDYID
	STUDYID
	Study Identifier
	Char
	--
	--
	 
	In conjunction with USUBJID,  use STUDIES.NUM to get the FK to SUBJECTS (ensuring that this entry points to the correct Subject for this Study)

	SE
	DOMAIN
	DOMAIN
	Domain Abbreviation
	Char
	Not mapped
	Not mapped


	 
	

	SE
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	ELEMENT_ SEQUENCES
	SUBJECT_ID
	INTEGER
	Match to SUBJECTS. SUBMISSION_ SUBJECT to derive FK to SUBJECTS.

	SE
	ETCD
	ETCD
	Subject Element Code 
	Char
	ELEMENT_ SEQUENCES
ELEMENTS
	ELEMENT_ID
NAME
	 INTEGER

VARCHAR2(20)
	If upper(ETCD) is ‘UNPLAN’  then set the ELEMENT_ID to 0 (to point to special row in ELEMENTS table named “Unplanned Element’)  

Otherwise, match to ELEMENTS.NAME to get FK to ELEMENTS (ELEMENT_ID). 

Only if no match and where upper(ETCD) is not ‘UNPLAN’  (e.g. no TE domain for this Study) -- insert a row into ELEMENTS based on this ETCD   (all other columns null except DESCR if SE.ELEMENT supplied).


	SE
	ELEMENT
	ELEMENT
	Description of Subject Element
	Char
	QUALIFIERS

ELEMENTS
	VALUE_CODE

DESCR
	 VARCHAR2(48)

VARCHAR2(50)


	Only if row is inserted into ELEMENTS as per above

	SE
	SESTDTC
	STDTC
	Start Date/Time of Element
	Char
	ELEMENT_ SEQUENCES
	ST_T
ST_P
	 DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into ST_T and the high end of the date into ST_P (see Note 4 above).

	SE
	SEENDTC
	ENDTC
	End Date/Time of Element
	Char
	ELEMENT_ SEQUENCES
	E_T
E_P
	 DATE


	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into E_T and the high end of the date into E_P (see Note 4 above).

	SE
	SEUPDES
	UPDES
	Description of Unplanned Element
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	--
	--
	
	Start Time Point (FK to TIME_PT_TYPES)
	
	ELEMENT_ SEQUENCES
	ST_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	End Time Point (FK to TIME_PT_TYPES)
	
	ELEMENT_ SEQUENCES
	E_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Start Study Day of Element Sequence
	Char
	ELEMENT_ SEQUENCES
	ST_DY
	INTEGER
	Not currently available from SDTM

	--
	--
	
	End Study Day of Element Sequence
	Char
	ELEMENT_ SEQUENCES
	E_DY
	INTEGER
	Not currently available from SDTM


	SV
	STUDYID
	STUDYID
	Study Identifier


	Char
	--
	--


	 
	In conjunction with USUBJID, use STUDIES.NUM to get the FK to SUBJECTS (ensuring that this entry points to the correct Subject for this Study)



	SV
	DOMAIN
	DOMAIN
	Domain Abbreviation
	Char
	Not mapped
	Not mapped
	 
	

	SV
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	VISITS
	SUBJECT_ID


	INTEGER
	Match to SUBJECTS. SUBMISSION_ SUBJECT to derive FK to SUBJECTS.

	SV
	VISIT
	VISIT
	Visit Name
	Char
	VISITS
	NAME
	VARCHAR2(20)
	

	SV
	VISITNUM
	VISITNUM
	Visit Number
	Num
	VISITS
VISITS
	NUM
PLAN_VISIT_ID


	VARCHAR2(10)

INTEGER
	Set PLAN_VISIT_ID to 0 whenever there is no corresponding row found on PLANNED_ VISITS for any reason (e.g. TV not submitted for this Study, Unplanned Visit).  Otherwise, match to PLANNED_ VISITS.NUM to derive FK to PLANNED_ VISITS.


	SV
	VISITDY
	VISITDY
	Planned Study Day of Visit
	Num
	VISITS
	ST_DY
	 INTEGER
	

	SV
	SVSTDTC
	STDTC 
	Start Date/Time of Visit
	Char
	VISITS
	ST_T
ST_P
	 DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into ST_T and the high end of the date into ST_P (see Note 4 above).

	SV
	SVENDTC
	ENDTC
	End Date/Time of Visit
	Char
	VISITS
	E_T
E_P


	 DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into E_T and the high end of the date into E_P (see Note 4 above).

	SV
	SVUPDES
	UPDES
	Description of Unplanned Visit
	Char
	COMMENTS
	COMM


	VARCHAR2(1000)
	

	--
	--
	
	Start Time Point (FK to TIME_PT_TYPES)
	
	VISITS
	ST_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	End Time Point (FK to TIME_PT_TYPES)
	
	VISITS
	E_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	End Study Day of Visit
	Char
	VISITS
	E_DY
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Visit Duration
	
	VISITS
	DUR_D
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Visit Duration Precision
	
	VISITS
	DUR_P
	INTEGER
	Not currently available from SDTM


	DM
	STUDYID
	STUDYID
	Study Identifier
	Char
	STUDIES
	NUM
	VARCHAR2 (20)
	

	
	
	
	
	
	SUPERSTUDIES
	NUM
	VARCHAR2(20)
	

	
	
	
	
	
	SITES
	STUDY_ID
	
	Match to STUDIES.NUM to derive FK to STUDIES

(Note that SUBJECTS is associated with STUDIES through SITES)

	DM
	DOMAIN
	DOMAIN
	Domain Abbreviation
	Char
	Not mapped
	Not mapped
	 
	

	DM
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	SUBJECTS
	SUBMISSION_ SUBJECT
	VARCHAR2(20)
	

	DM
	SUBJID
	SUBJID
	Subject Identifier for the Study
	Char
	SUBJECTS
	STUDY_SUBJECT
	VARCHAR2(20)
	

	DM
	RFSTDTC
	RFSTDTC
	Subject Reference Start Date/Time
	Char
	COMMENTS
	COMM


	VARCHAR2(1000)
	

	DM
	RFENDTC
	RFENDTC
	Subject Reference End Date/Time
	Char
	COMMENTS
	COMM


	VARCHAR2(1000)
	

	DM
	SITEID
	SITEID
	Study Site Identifier
	Char
	SITES
	STUDY_SITE
	VARCHAR2(10)
	

	DM
	INVID
	INVID
	Investigator Identifier
	Char
	SITES
	INVESTIGATOR_ NUM
	VARCHAR2(300)
	Since SDTM supports multiple investigators per site but the current JANUS data model does not, the data mapping should concatenate multiple INVID for a given SITIED into this one column (comma-separated)

	DM
	INVNAM
	INVNAM
	Investigator Name
	Char
	SITES
	INVESTIGATOR_ NAME
	VARCHAR2(1000)
	Since SDTM supports multiple investigators per site but the current JANUS data model does not, the data mapping should concatenate multiple INVNAM for a given SITIED into this one column (comma-separated)

	DM
	BRTHDTC
	BRTHDTC
	Date/Time of Birth
	Char
	COMMENTS
	COMM


	VARCHAR2(1000)
	

	DM
	AGE
	AGE
	Age in AGEU at Reference Date/Time
	Num
	COMMENTS
	COMM


	VARCHAR2(1000)
	

	DM
	AGEU
	AGEU
	Age Units
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	DM
	SEX
	SEX
	Sex
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	DM
	RACE
	RACE
	Race
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	DM
	ETHNIC
	ETHNIC
	Ethnicity
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	DM
	ARMCD
	ARMCD
	Treatment Code
	Char
	SUBJECTS

ARMS
	ARM_ID

NAME
	INTEGER

VARCHAR2(20)
	Match to ARMS.NAME to derive FK to ARMS.

Only if no match (e.g. no TA domain for this Study) -- insert a row into ARMS based on this ARMCD (all other columns null except ARMS.DESCR if DM.ARM supplied)


	DM
	ARM
	ARM
	Treatment Group
	Char
	QUALIFIERS
ARMS
	VALUE_CODE
DESCR
	VARCHAR2(48)
VARCHAR2(50)
	.
Only if row is inserted into ARMS as per above

	DM
	COUNTRY
	COUNTRY
	Country
	Char
	SITES

	COUNTRY_CODE

COUNTRY_ CODELIST_ID


	VARCHAR2(12)

INTEGER


	Lookup the CODELIST_ID from CODELISTS via NAME=“Country”

	DM
	DMDTC
	DTC
	Date/Time of Collection
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	DM
	DMDY
	DY
	Study Day of Collection
	Num
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	--
	--
	
	FK to Superstudy Sequence (Ordered grouping for follow-on studies)
	
	SUPERSTUDIES
	SUPERSTUDY_ SEQUENCE_ID
	INTEGER
	Not currently available from SDTM. Set to 0 if not available from somewhere else.

	--
	--
	
	The full title of the study
	
	SUPERSTUDIES
	TITLE
	VARCHAR2(500)
	Not currently available from SDTM

	--
	--
	
	The short name of the study
	
	SUPERSTUDIES
	NAME
	VARCHAR2(20)
	Not currently available from SDTM

	--
	--
	
	Order of Superstudy within

Superstudy_Sequences
	
	SUPERSTUDIES
	SEQ
	INTEGER
	Not currently available from SDTM

	--
	--
	
	FK to Applications
	
	STUDIES
	APPLICATION_ID
	INTEGER
	Not currently available from SDTM; Set to 0 if not available from somewhere else.

	
	
	
	The short name of the study


	
	STUDIES
	NAME
	VARCHAR2(20)
	Not currently available from SDTM.

 

	--
	--
	
	ID on CODELISTS table for Analytic Plan Code
	
	STUDIES
	ANALYTIC_PLAN_ CODELIST_ID
	INTEGER
	Not currently available from SDTM. Set to 0 if not available from somewhere else.

	--
	--
	
	FK to Design Types (Generic descriptions of types of studies)


	
	STUDIES
	DESIGN_TID
	INTEGER
	Not currently available from SDTM. Set to 0 if not available from somewhere else.

	--
	--
	
	The full title of the study
	
	STUDIES
	TITLE
	VARCHAR2(500)
	Not currently available from SDTM. 

	--
	--
	
	Amendment or effective date for protocol version
	
	STUDIES
	VERSION
	VARCHAR2(40)
	Not currently available from SDTM.

	--
	--
	
	Submission Date of Study


	
	STUDIES
	SUBMISSION_ DATE
	DATE
	Not currently available from SDTM.

	--
	--
	
	Case report forms in PDF format.
	
	STUDIES
	CRF_PDF
	BLOB(1048576)
	Not currently available from SDTM.

	--
	--
	
	Rule to produce the group effects (GE) 
	
	STUDIES
	GE_RULE
	VARCHAR2(4000)
	Not currently available from SDTM

	--
	--
	
	Rule to produce the individual effects (IE) 
	
	STUDIES
	IE_RULE
	VARCHAR2(4000)
	Not currently available from SDTM



	--
	--
	
	Analytic Plan Code
	
	STUDIES
	ANALYTIC_PLAN_ CODE
	VARCHAR2(12)
	Not currently available from SDTM



	
	
	
	Institution where study was performed
	
	SITES
	INSTITUTION
	VARCHAR2(50)
	Not currently available from SDTM

	
	
	
	Subject identifier within site


	
	SUBJECTS
	SITE_SUBJECT
	VARCHAR2(50)
	Not currently available from SDTM

	
	
	
	Subject’s Initials
	
	SUBJECTS
	INITIALS
	VARCHAR2(4)
	Not currently available from SDTM



	CM
	STUDYID
	STUDYID
	Study Identifier
	Char
	--
	--
	 
	In conjunction with USUBJID,  use STUDIES.NUM to get the FK to SUBJECTS (ensuring that this entry points to the correct Subject for this Study)

	CM
	DOMAIN
	DOMAIN
	Domain Abbreviation
	Char
	INTERVENTIONS
	COLL_DOM_CODE

COLL_DOM_ CODELIST_ID
	VARCHAR2(12)

INTEGER
	Lookup the CODELIST_ID from CODELISTS via NAME=“Domain”.

	CM
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	INTERVENTIONS
	SUBJECT_ID


	 INTEGER
	Match to SUBJECTS. SUBMISSION_ SUBJECT to derive FK to SUBJECTS.

	CM
	CMSEQ
	SEQ
	Sequence Number
	Num
	INTERVENTIONS
	SEQ


	INTEGER
	

	CM
	CMGRPID
	GRPID
	Group ID
	Char
	DEPENDENCIES
	GRP

	VARCHAR2(40)


	

	CM
	CMSPID
	SPID
	Sponsor ID
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	.

	CM
	CMTRT
	TRT
	Reported Name of Drug, Med, or Therapy
	Char
	INTERVENTION_ TYPES
	NAME
DESCR
	VARCHAR2(20)

VARCHAR2(50)
	

	CM
	CMMODIFY
	MODIFY
	Modified Medication Name


	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	CM
	CMDECOD
	DECOD
	Standardized Medication Name
	Char
	QUALIFIERS
(DRUGS)
	VALUE_CODE
(NAME)
	VARCHAR2(48)
VARCHAR2(30)
	For now, map this column to QUALIFIERS.  However, the plan is to propose a change to Janus CCB - add the DRUG_ID column to the INTERVENTION_ TYPES table (currently JANUS requires an entry to LOTS to go to DRUGS, but CM has no LOT information).  

	CM
	CMCAT
	CAT
	Category for Medication
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	CM
	CMSCAT
	SCAT
	Subcategory for Medication 
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	CM
	CMOCCUR
	OCCUR
	CM Occurrence
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	CM
	CMSTAT
	STAT
	Concomitant Medication Status
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	CM
	CMREASND
	REASND
	Reason Concomitant Medication Not Collected
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	CM
	CMINDC
	INDC
	Indication
	Char
	COMMENTS 
(DRUGS)
	COMM 
(USE_CLASS_ CODE)

	VARCHAR2(1000)
VARCHAR2(12)
	For now, map this column to QUALIFIERS.  However, the plan is to propose a change to Janus CCB - add the DRUG_ID column to the INTERVENTION_ TYPES table (currently JANUS requires an entry to LOTS to go to DRUGS, but CM has no LOT information).  

	CM
	CMCLAS
	CLAS
	Medication Class
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	CM
	CMCLASCD
	CLASCD
	Medication Class Code
	Char
	QUALIFERS
(DRUGS)
	VALUE_CODE
CHEMICAL_CLASS_CODE
	VARCHAR2(48)

VARCHAR2(12)
	For now, map this column to QUALIFIERS.  However, the plan is to propose a change to Janus CCB - add the DRUG_ID column to the INTERVENTION_ TYPES table (currently JANUS requires an entry to LOTS to go to DRUGS, but CM has no LOT information).  

	CM
	CMDOSE
	DOSE
	Dose Per Administration
	Num
	INTERVENTIONS 
	DOSE
	DOUBLE
	

	CM
	CMDOSTXT
	DOSTXT
	Dose Description
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	CM
	CMDOSU
	DOSU
	Dose Units
	Char
	INTERVENTION_ TYPES

	DOSING_UNIT_ CODE
DOSING_UNIT_ CODELIST_ID

	VARCHAR2(12)

INTEGER


	Lookup the CODELIST_ID from CODELISTS via NAME=“ CMDOSU”


	CM
	CMDOSFRM
	DOSFRM
	Dose Form
	Char
	QUALIFIERS

(DRUGS)
	VALUE_CODE

(FORMULATION_ CODE)
	VARCHAR2(48
VARCHAR2(12)
	For now, map this column to QUALIFIERS.  However, the plan is to propose a change to Janus CCB - add the DRUG_ID column to the INTERVENTION_ TYPES table (currently JANUS requires an entry to LOTS to go to DRUGS, but CM has no LOT information).  

	CM
	CMDOSFRQ
	DOSFRQ
	Dosing Frequency Per Interval
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	CM
	CMDOSTOT
	DOSTOT
	Total Daily Dose using CMDOSU
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	CM
	CMDOSRGM
	DOSRGM
	Intended Dose Regimen
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	CM
	CMROUTE
	ROUTE
	Route of Administration
	Char
	INTERVENTION_ TYPES

	ROUTE_CODE
ROUTE_CODELIST_ID
	VARCHAR2(12)

INTEGER


	Lookup the CODELIST_ID from CODELISTS via NAME=“CMROUTE”

	CM
	CMSTDTC
	STDTC
	Start Date/Time of Medication
	Char
	INTERVENTIONS
	ST_T
ST_P
	DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into ST_T and the high end of the date into ST_P (see Note 4 above).

	CM
	CMENDTC
	ENDTC
	End Date/Time of Medication
	Char
	INTERVENTIONS
	E_T
E_P
	DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into E_T and the high end of the date into E_P (see Note 4 above).

	CM
	CMSTDY
	STDY
	Study Day of Start of Medication
	Num
	INTERVENTIONS
	ST_DY
	INTEGER
	

	CM
	CMENDY
	ENDY
	Study Day of End of Medication
	Num
	INTERVENTIONS
	E_DY
	INTEGER
	

	CM
	CMDUR
	DUR
	Duration of Medication
	Char
	INTERVENTIONS
	DUR_D

DUR_P
	INTEGER

INTEGER
	Use ISO 8601 standard to also break out DUR to DUR_D and DUR_P (also see Note 4 above).

	CM
	CMSTRF
	STRF
	Start Relative to Reference Period
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	CM
	CMENRF
	ENRF
	End Relative to Reference Period
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	--
	--
	
	FK to Lots (Batches of study drug)
	
	INTERVENTION_ TYPES
	LOT_ID
	INTEGER
	Lot information is not available from SDTM for CM.

	--
	--
	
	Dose Duration
	
	INTERVENTION_ TYPES
	DOSING_ INTERVAL_ D
	INTEGER
	CMDOSFRQ does not appear to be in an ISO 8601 or other standard format.  If it was, it could be used to derive Dose Duration and Precision.

	--
	--
	
	Dose Duration Precision
	
	INTERVENTION_ TYPES
	DOSING_ INTERVAL_ P
	INTEGER
	See above.

	--
	--
	
	Start Time Point (FK to TIME_PT_TYPES)
	
	INTERVENTIONS
	ST_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	End Time Point (FK to TIME_PT_TYPES)
	
	INTERVENTIONS
	E_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Collection Time Point (FK to TIME_PT_TYPES)
	
	INTERVENTIONS
	COLL_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	End Time Point (FK to TIME_PT_TYPES)
	
	INTERVENTIONS
	REF_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	FK to Visits
	
	INTERVENTIONS
	VISIT_ID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Date/Time of Collection
	
	INTERVENTIONS
	COLL_T
	DATE
	Not currently available from SDTM

	--
	--
	
	Precision of Collection
	
	INTERVENTIONS
	COLL_P
	DATE
	Not currently available from SDTM

	--
	--
	
	Collection Study Day
	
	INTERVENTIONS
	COLL_DY
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Intervention began before observation?
	
	INTERVENTIONS
	ST_BEFORE
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Intervention

continuing past observation?
	
	INTERVENTIONS
	E_AFTER
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Date/Time of Reference
	
	INTERVENTIONS
	REF_T
	DATE
	Not currently available from SDTM

	--
	--
	
	Precision of Reference
	
	INTERVENTIONS
	REF_P
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Reference Study Day
	
	INTERVENTIONS
	REF_DY
	INTEGER
	Not currently available from SDTM



	EX
	STUDYID
	STUDYID
	Study Identifier
	Char
	--
	--
	 
	In conjunction with USUBJID,  use STUDIES.NUM to get the FK to SUBJECTS (ensuring that this entry points to the correct Subject for this Study)

	EX
	DOMAIN
	DOMAIN
	Domain Abbreviation
	Char
	INTERVENTIONS
	COLL_DOM_CODE

COLL_DOM_ CODELIST_ID
	VARCHAR2(12)

INTEGER


	Lookup the CODELIST_ID from CODELISTS via NAME=“Domain”.

	EX
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	INTERVENTIONS
	SUBJECT_ID


	 INTEGER
	Match to SUBJECTS. SUBMISSION_ SUBJECT to derive FK to SUBJECTS.

	EX
	EXSEQ
	SEQ
	Sequence Number
	Num
	INTERVENTIONS
	SEQ
	INTEGER
	

	EX
	EXGRPID
	GRPID
	Group ID
	Char
	DEPENDENCIES
	GRP
	VARCHAR2(48)
	

	EX
	EXSPID
	SPID
	Sponsor Reference Number
	Char
	COMMENTS
	COMM
	VARCHAR2(48)
	.

	EX
	EXTRT
	TRT
	Name of Actual Treatment
	Char
	INTERVENTION_ TYPES
DRUGS
	NAME
DESCR

NAME
	VARCHAR2(20)

VARCHAR2(50)

VARCHAR2(30)
	

	EX
	EXCAT
	CAT
	Category for Treatment
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	EX
	EXSCAT
	SCAT
	Subcategory for Treatment
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	EX
	EXDOSE
	DOSE
	Dose Per Administration
	Num
	INTERVENTIONS
	DOSE
	DOUBLE
	

	EX
	EXDOSTXT
	DOSTXT
	Dose Description
	Char
	COMMENTS
	COMM
	VARCHAR2(48)
	

	EX
	EXDOSU
	DOSU
	Dose Units
	Char
	INTERVENTION_ TYPES
	DOSING_UNIT_ CODE
DOSING_UNIT_ CODELIST_ID
	VARCHAR2(12)

INTEGER
	Lookup the CODELIST_ID from CODELISTS via NAME=“EXDOSU”.

	EX
	EXDOSFRM
	DOSFRM
	Dose Form
	Char
	DRUGS


	FORMULATION_ CODE

FORMULATION_ CODELIST_ID

	VARCHAR2(12)

INTEGER


	Lookup the CODELIST_ID from CODELISTS via NAME=“EXDOSFRM”

	EX
	EXDOSFRQ
	DOSFRQ
	Dosing Frequency Per Interval
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	EX
	EXDOSTOT
	DOSTOT
	Total Daily Dose Using EXDOSU
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	EX
	EXDOSRGM
	DOSRGM
	Intended Dose Regimen
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	EX
	EXROUTE
	ROUTE
	Route of Administration
	Char
	INTERVENTION_ TYPES
	ROUTE_CODE
ROUTE_CODELIST_ID
	VARCHAR2(12)

INTEGER 


	Lookup the CODELIST_ID from CODELISTS via NAME=“EXROUTE”

	EX
	EXLOT
	LOT
	Lot Number
	Char
	LOTS

INTERVENTION_ TYPES
	NAME

LOT_ID
	VARCHAR2(20)

INTEGER
	Insert/Lookup to LOTS based on NAME and DRUG information (FORMULATION_CODE and NAME)

	EX
	EXLOC
	LOC
	Location of Dose Administration
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	EX
	TAETORD
	TAETORD
	Order of Element within Arm
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	.



	EX
	EXSTDTC
	STDTC
	Start Date/Time of Treatment
	Char
	INTERVENTIONS
	ST_T
ST_P
	DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into ST_T and the high end of the date into ST_P (see Note 4 above).

	EX
	EXENDTC
	ENDTC
	End Date/Time of Treatment
	Char
	INTERVENTIONS
	E_T
E_P
	DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into E_T and the high end of the date into E_P (see Note 4 above).

	EX
	EXSTDY
	STDY
	Study Day of Start of Treatment
	Char
	INTERVENTIONS
	ST_DY
	INTEGER
	

	EX
	EXENDY
	ENDY
	Study Day of End of Treatment
	Num
	INTERVENTIONS
	E_DY
	INTEGER
	

	EX
	EXDUR
	DUR
	Duration of Treatment
	CHAR
	INTERVENTIONS
	DUR_D

DUR_P


	INTEGER

INTEGER
	Use ISO 8601 standard to also break out DUR to DUR_D and DUR_P (also see Note 4 above).

	EX
	EXTPT
	TPT
	Planned Time Point Name
	Char
	INTERVENTIONS
TIME_PT_TYPES


	ST_TIME_PT_TID
NAME


	INTEGER

VARCHAR2(20)
	Match to TIME_PT_TYPES by NAME.   
If no match, insert new row into TIME_PT_TYPES.

	EX
	EXTPTNUM
	TPTNUM
	Planned Time Point Number
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	EX
	EXELTM
	ELTM
	Elapsed Time from Reference Point
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	EX
	EXTPTREF
	TPTREF
	Time Point Reference  
	Char
	INTERVENTIONS
TIME_PT_TYPES


	REF_TIME_PT_TID
NAME


	INTEGER
VARCHAR2(20)


	Match to TIME_PT_TYPES by NAME.   
If no match, insert new row into TIME_PT_TYPES.

	--
	--
	
	Dose Duration
	
	INTERVENTION_ TYPES
	DOSING_ INTERVAL_ D
	INTEGER
	EXDOSFRQ does not appear to be in an ISO 8601 or other standard format.  If it was, it could be used to derive Dose Duration and Precision.

	--
	--
	
	Dose Duration Precision
	
	INTERVENTION_ TYPES
	DOSING_ INTERVAL_ P
	INTEGER
	See above.

	--
	--
	
	Chemical Class of Drug
	
	DRUGS
	CHEMICAL_CLASS_CODE
	VARCHAR2(12)
	Not currently available from SDTM

	--
	--
	
	Use Class of Drug
	
	DRUGS
	USE_CLASS_CODE
	VARCHAR2(12)
	Not currently available from SDTM

	--
	--
	
	End Time Point (FK to TIME_PT_TYPES)
	
	INTERVENTIONS
	E_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Collection Time Point (FK to TIME_PT_TYPES)
	
	INTERVENTIONS
	COLL_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	FK to Visits
	
	INTERVENTIONS
	VISIT_ID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Date/Time of Collection
	
	INTERVENTIONS
	COLL_T
	DATE
	Not currently available from SDTM


	--
	--
	
	Precision of Collection
	
	INTERVENTIONS
	COLL_P
	DATE
	Not currently available from SDTM

	--
	--
	
	Collection Study Day
	
	INTERVENTIONS
	COLL_DY
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Intervention began before observation?
	
	INTERVENTIONS
	ST_BEFORE
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Intervention

continuing past observation?
	
	INTERVENTIONS
	E_AFTER
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Date/Time of Reference
	
	INTERVENTIONS
	REF_T
	DATE
	Not currently available from SDTM

	--
	--
	
	Precision of Reference
	
	INTERVENTIONS
	REF_P
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Reference Study Day
	
	INTERVENTIONS
	REF_DY
	INTEGER
	Not currently available from SDTM

	
	
	
	
	
	
	
	
	

	SU
	STUDYID
	STUDYID
	Study Identifier
	Char
	--
	--
	 
	In conjunction with USUBJID,  use STUDIES.NUM to get the FK to SUBJECTS (ensuring that this entry points to the correct Subject for this Study)

	SU
	DOMAIN
	DOMAIN
	Domain Abbreviation
	Char
	INTERVENTIONS


	COLL_DOM_CODE

COLL_DOM_ CODELIST_ID
	VARCHAR2(12)

INTEGER
	Lookup the CODELIST_ID from CODELISTS via NAME=“Domain”.

	SU
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	INTERVENTIONS
	SUBJECT_ID


	 INTEGER
	Match to SUBJECTS. SUBMISSION_ SUBJECT to derive FK to SUBJECTS.

	SU
	SUSEQ
	SEQ
	Sequence Number
	Num
	INTERVENTIONS
	SEQ
	INTEGER
	

	SU
	SUGRPID
	GRPID
	Group ID
	Char
	DEPENDENCIES
	GRP
	VARCHAR2(40)
	

	SU
	SUSPID
	SPID
	Sponsor Reference Number
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	.

	SU
	SUTRT
	TRT
	Name of Substance
	Char
	INTERVENTION_ TYPES
	NAME

DESCR
	VARCHAR2(20)

VARCHAR2(50)
	

	SU
	SUMODIFY
	MODIFY
	Modified Substance Name
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	SU
	SUDECOD
	DECOD
	Standardized Substance Name
	Char
	QUALIFIERS

(DRUGS)
	VALUE_CODE

(NAME)
	VARCHAR2(48)

VARCHAR2(30)
	For now, map this column to QUALIFIERS.  
However, the plan is to propose a change to Janus CCB - add the DRUG_ID column to the INTERVENTION_ TYPES table (currently JANUS requires an entry to LOTS to go to DRUGS, but SU has no LOT information).  

	SU
	SUCAT
	CAT
	Category for Substance Use
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	SU
	SUSCAT
	SCAT
	Subcategory for Substance Use 
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	SU
	SUOCCUR
	OCCUR
	SU Occurrence
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	SU
	SUSTAT
	STAT
	Substance Use Status
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	SU
	SUREASND
	REASND
	Reason Substance Use Not Collected
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	SU
	SUCLAS
	CLAS
	Substance Use Class
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	SU
	SUCLASCD
	CLASCD
	Substance Use  Class Code
	Char
	QUALIFIERS

(DRUGS)
	VALUE_CODE

(CHEMICAL_CLASS_CODE)
	VARCHAR2(48)

VARCHAR2(12)
	For now, map this column to QUALIFIERS.  However, the plan is to propose a change to Janus CCB - add the DRUG_ID column to the INTERVENTION_ TYPES table (currently JANUS requires an entry to LOTS to go to DRUGS., and SU has no LOT information).  

	SU
	SUDOSE
	DOSE
	Substance Use Consumption 
	Char
	INTERVENTIONS
	DOSE
	DOUBLE
	

	SU
	SUDOSTXT
	DOSTXT
	Substance Use Consumption Text
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	SU
	SUDOSU
	DOSU
	Consumption Units
	Char
	INTERVENTION_ TYPES


	DOSING_UNIT_ CODE
DOSING_UNIT_ CODELIST_ID

	VARCHAR2(12)

INTEGER


	Lookup the CODELIST_ID from CODELISTS via NAME=“SUDOSU”

	SU
	SUDOSFRM
	DOSFRM
	Dose Form


	Char
	QUALIFIERS

(DRUGS)
	VALUE_CODE

(FORMULATION_ CODE)
	VARCHAR2(48)

VARCHAR2(12)
	For now, map this column to QUALIFIERS.  However, the plan is to propose a change to Janus CCB - add the DRUG_ID column to the INTERVENTION_ TYPES table (currently JANUS requires an entry to LOTS to go to DRUGS., and SU has no LOT information).  

	SU
	SUDOSFRQ
	DOSFRQ
	Use Frequency Per Interval
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	SU
	SUDOSTOT
	DOSTOT
	Total Daily Consumption using SUDOSU
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	SU
	SUROUTE
	ROUTE
	Route of Administration
	Char
	INTERVENTION_ TYPES


	ROUTE_CODE
ROUTE_CODELIST_ID

	VARCHAR2(12)
INTEGER 


	Lookup the CODELIST_ID from CODELISTS via NAME=“SUROUTE”

	SU
	VISIT
	VISIT
	Visit Name
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	SU
	VISITNUM
	VISITNUM


	Visit Number
	Num
	INTERVENTIONS
	VISIT_ID
	 
	Match to VISITS.NUM to derive FK to VISITS.

	SU
	VISITDY
	VISITDY
	Planned Study Day of Visit
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	SU
	SUSTDTC
	STDTC
	Start Date/Time of Substance Use
	Char
	INTERVENTIONS
	ST_T

ST_P
	DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into ST_T and the high end of the date into ST_P (see Note 4 above).


	SU
	SUENDTC
	ENDTC
	End Date/Time of Substance Use
	Char
	INTERVENTIONS
	E_T

E_P
	DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into ST_T and the high end of the date into ST_P (see Note 4 above).

	SU
	SUSTDY
	STDY
	Study Day of Start of Substance Use
	Num
	INTERVENTIONS
	ST_DY
	INTEGER
	

	SU
	SUENDY
	ENDY
	Study Day of End of Substance Use
	Num
	INTERVENTINOS
	E_DY
	INTEGER
	

	SU
	SUDUR
	SUDUR
	Duration of Substance Use
	Char
	INTERVENTIONS
	DUR_D

DUR_P
	INTEGER

INTEGER
	Use ISO 8601 standard to also break out DUR to DUR_D and DUR_P (also see Note 4 above).

	--
	--
	
	
	
	INTERVENTION_ TYPES
	All columns that are not currently

available from SDTM
	See same list 

under CM domain
	

	--
	--
	
	
	
	INTERVENTIONS
	All columns that are not currently 

available from SDTM
	See same list 

under CM domain 
	Same list except for VISIT_ID, which is mapped here for SU

	
	
	
	
	
	
	
	
	

	AE
	STUDYID
	STUDYID
	Study Identifier
	Char
	--
	--
	 
	In conjunction with USUBJID,  use STUDIES.NUM to get the FK to SUBJECTS (ensuring that this entry points to the correct Subject for this Study)

	AE
	DOMAIN
	DOMAIN
	Domain Abbreviation
	Char
	EVENTS
	COLL_DOM_CODE

COLL_DOM_ CODELIST_ID 
	VARCHAR2(12)

INTEGER
	Lookup the CODELIST_ID from CODELISTS via NAME=“Domain’

	AE
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	EVENTS
	SUBJECT_ID


	INTEGER
	Match to SUBJECTS. SUBMISSION_ SUBJECT to derive FK to SUBJECTS.

	AE
	AESEQ
	SEQ
	Sequence Number
	Num
	EVENTS
	SEQ
	INTEGER
	

	AE
	AEGRPID
	GRPID
	Group ID
	Char
	DEPENDENCIES
	GRP
	VARCHAR2(40)
	

	AE
	AEREFID
	REFID
	Reference ID
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	AE
	AESPID
	SPID
	Sponsor ID
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	.

	AE
	AETERM
	TERM
	Reported Term for the Adverse Event
	Char
	EVENTS

	EVENT_CODE
EVENT_ CODELIST_ID

	VARCHAR2(32)

INTEGER


	Lookup the CODELIST_ID from CODELISTS via NAME=“ AETERM”

	AE
	AEMODIFY
	MODIFY
	Modified Reported Term
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	AE
	AEDECOD
	DECOD
	Dictionary-Derived Text Description
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	AE
	AECAT
	CAT
	Category for Event
	Char
	QUALIFIERS
	VALUE_CODE


	VARCHAR2(48)
	

	AE
	AESCAT
	SCAT
	Subcategory for Event
	Char
	QUALIFIERS
	VALUE_CODE


	VARCHAR2(48)
	

	AE
	AEOCCUR
	AEOCCUR
	Adverse Event Occurrence
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	AE
	AEBODSYS
	BODSYS
	Body System or Organ Class
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	AE
	AELOC
	LOC
	Location of the Reaction
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	AE
	AESEV
	SEV
	Severity/Intensity
	Char
	QUALIFIERS
	VALUE_CODE


	VARCHAR2(48)
	

	AE
	AESER
	SER
	Serious Event
	Char
	QUALIFIERS
	VALUE_CODE


	VARCHAR2(48)
	

	AE
	AEACN
	ACN
	Action Taken with Study Treatment
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	AE
	AEACNOTH
	ACNOTH
	Other Action Taken
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	AE
	AEREL
	REL
	Causality
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	AE
	AERELNST
	RELNST
	Relationship to Non-Study Treatment
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	AE
	AEPATT
	PATT
	Pattern of Event
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	AE
	AEOUT
	OUT
	Outcome of Event
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	AE
	AESCAN
	SCAN
	Involves Cancer
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	AE
	AESCONG
	SCONG
	Congenital Anomaly or Birth Defect (Y, N or Null)
	Char
	QUALIFIERS
	VALUE_CODE


	VARCHAR2(48)
	

	AE
	AESDISAB
	SDISAB
	Persist or Significant Disablity/Incapability 
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	AE
	AESDTH
	SDTH
	Results in Death
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	AE
	AESHOSP
	SHOSP
	Requires or Prolongs Hospitalization
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	AE
	AESLIFE
	SLIFE
	Is Life Threatening
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	AE
	AESOD
	AESOD
	Occurred with Overdose
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	AE
	AESMIE
	SMIE
	Other Medically Important Serious Event
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	AE
	AECONTRT
	CONTRT
	Concomitant or Additional Treatment Given
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	AE
	AETOXGR
	TOXGR
	Toxicity Grade
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	AE
	AESTDTC
	STDTC
	Start Date/Time of Event
	Char
	EVENTS
	ST_T

ST_P
	DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into ST_T and the high end of the date into ST_P (see Note 4 above).

	AE
	AEENDTC
	ENDTC
	End Date/Time of Event
	Char
	EVENTS
	E_T

E_P
	DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into E_T and the high end of the date into E_P (see Note 4 above).

	AE
	AESTDY
	STDY
	Study Day of Start of Event
	Num
	EVENTS
	ST_DY
	INTEGER
	

	AE
	AEENDY
	ENDY
	Study Day of End of Event
	Num
	EVENTS
	E_DY
	INTEGER
	

	AE
	AEDUR
	DUR
	Duration of Event
	Char
	EVENTS
	DUR_D

DUR_P
	INTEGER

INTEGER
	Use ISO 8601 standard to also break out DUR to DUR_D and DUR_P (also see Note 4 above)

	AE
	AEENRF
	ENRF
	End Relative to Reference Record 
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	--
	--
	
	Start Time Point (FK to TIME_PT_TYPES)
	
	EVENTS
	ST_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	End Time Point (FK to TIME_PT_TYPES)
	
	EVENTS
	E_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Collection Time Point (FK to TIME_PT_TYPES)
	
	EVENTS
	COLL_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	End Time Point (FK to TIME_PT_TYPES)
	
	EVENTS
	REF_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	FK to Visits
	
	EVENTS
	VISIT_ID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Date/Time of Collection
	
	EVENTS
	COLL_T
	DATE
	Not currently available from SDTM


	--
	--
	
	Precision of Collection
	
	EVENTS
	COLL_P
	DATE
	Not currently available from SDTM

	--
	--
	
	Collection Study Day
	
	EVENTS
	COLL_DY
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Event began before observation?
	
	EVENTS
	ST_BEFORE
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Event continuing past observation?
	
	EVENTS
	E_AFTER
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Date/Time of Reference
	
	EVENTS
	REF_T
	DATE
	Not currently available from SDTM

	--
	--
	
	Precision of Reference
	
	EVENTS
	REF_P
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Reference Study Day
	
	EVENTS
	REF_DY
	INTEGER
	Not currently available from SDTM

	
	
	
	
	
	
	
	
	

	DS
	STUDYID
	STUDYID
	Study Identifier
	Char
	--
	--
	 
	In conjunction with USUBJID,  use STUDIES.NUM to get the FK to SUBJECTS (ensuring that this entry points to the correct Subject for this Study)

	DS
	DOMAIN
	DOMAIN
	Domain Abbreviation
	Char
	EVENTS
	COLL_DOM_CODE

COLL_DOM_ CODELIST_ID 
	VARCHAR2(12)

INTEGER
	Lookup the CODELIST_ID from CODELISTS via NAME=“Domain’



	DS
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	EVENTS
	SUBJECT_ID


	 NTEGER
	Match to SUBJECTS. SUBMISSION_ SUBJECT to derive FK to SUBJECTS.

	DS
	DSSEQ
	SEQ
	Sequence Number
	Num
	EVENTS
	SEQ
	INTEGER
	

	DS
	DSGRPID
	GRPID
	Group ID
	Char
	DEPENDENCIES
	GRP
	VARCHAR2(40)
	

	DS
	DSREFID
	REFID
	Reference ID
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	DS
	DSSPID
	SPID
	Sponsor ID
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	.

	DS
	DSTERM
	TERM
	Disposition Term
	Char
	EVENTS

	EVENT_CODE
EVENT_ CODELIST_ID

	VARCHAR2(32)

INTEGER


	Lookup the CODELIST_ID from CODELISTS via NAME=“DSTERM”

	DS
	DSDECOD
	DECOD
	Controlled Terminology for DSTERM
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	DS
	DSCAT
	CAT
	Category for Disposition Event
	Char
	QUALIFIERS
	VALUE_CODE


	VARCHAR2(48) 
	

	DS
	DSSCAT
	SCAT
	Subcategory for Disposition Event
	Char
	QUALIFIERS
	VALUE_CODE


	VARCHAR2(48)
	

	DS
	VISIT
	VISIT
	Visit Name
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	DS
	VISITNUM
	VISITNUM
	Visit Number
	Num
	VISITS
	NUM


	 
	Used to get FK to VISITS (VISIT_ID)

	DS
	VISITDY
	VISITDY
	Planned Study Day of Visit
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	DS
	EPOCH
	EPOCH
	Stage of Dispostion Event
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	DS
	DSDTC
	DTC
	Date/Time of Collection
	Char
	EVENTS
	COLL_T

COLL_P
	DATE
	

	DS
	DSSTDTC
	STDTC
	Start Date/Time of Dispostion Event
	Char
	EVENTS
	ST_T

ST_P
	DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into ST_T and the high end of the date into ST_P (see Note 4 above).

	DS
	DSSTDY
	STDY
	Study Day of Start of Disposition Event
	Num
	EVENTS
	ST_DY
	INTEGER
	

	--
	--
	
	Start Time Point (FK to TIME_PT_TYPES)
	
	EVENTS
	ST_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	End Time Point (FK to TIME_PT_TYPES)
	
	EVENTS
	E_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Collection Time Point (FK to TIME_PT_TYPES)
	
	EVENTS
	COLL_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	End Time Point (FK to TIME_PT_TYPES)
	
	EVENTS
	REF_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Precision of Collection
	
	EVENTS
	COLL_P
	DATE
	Not currently available from SDTM

	--
	--
	
	Collection Study Day
	
	EVENTS
	COLL_DY
	INTEGER
	Not currently available from SDTM


	--
	--
	
	End Date/Time of Event
	
	EVENTS
	ET_T
	DATE
	Not currently available from SDTM

	--
	--
	
	End Date/Time of Event - Precision
	
	EVENTS
	E_P
	DATE
	Not currently available from SDTM

	--
	--
	
	End Study Day of Event - Precision
	
	EVENTS
	E_DY
	DATE
	Not currently available from SDTM

	--
	--
	
	Event began before observation?
	
	EVENTS
	ST_BEFORE
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Event continuing past observation?
	
	EVENTS
	E_AFTER
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Date/Time of Reference
	
	EVENTS
	REF_T
	DATE
	Not currently available from SDTM

	--
	--
	
	Precision of Reference
	
	EVENTS
	REF_P
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Reference Study Day
	
	EVENTS
	REF_DY
	INTEGER
	Not currently available from SDTM



	--
	--
	
	Duration of Event 
	
	EVENTS
	DUR_D
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Duration of Event - Precision
	
	EVENTS
	DUR_P
	INTEGER
	Not currently available from SDTM

	
	
	
	
	
	
	
	
	

	MH
	STUDYID
	STUDYID
	Study Identifier
	Char
	--
	--
	 
	In conjunction with USUBJID,  use STUDIES.NUM to get the FK to SUBJECTS (ensuring that this entry points to the correct Subject for this Study)

	MH
	DOMAIN
	DOMAIN
	Domain Abbreviation
	Char
	EVENTS
	COLL_DOM_CODE
COLL_DOM_ CODELIST_ID
	VARCHAR2(12)

INTEGER
	Lookup the CODELIST_ID from CODELISTS via NAME=“Domain’

	MH
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	EVENTS
	SUBJECT_ID


	 INTEGER
	Match to SUBJECTS. SUBMISSION_ SUBJECT to derive FK to SUBJECTS

	MH
	MHSEQ
	SEQ
	Sequence Number
	Num
	EVENTS
	SEQ
	INTEGER
	

	MH
	MHGRPID
	GRPID
	Group ID
	Char
	DEPENDENCIES
	GRP
	VARCHAR2(40)
	

	MH
	MHREFID
	REFID
	Reference ID
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	MH
	MHSPID
	MHSPID
	Sponsor ID
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	.

	MH
	MHTERM
	TERM
	Reported Term for the Medical History
	Char
	EVENTS

	EVENT_CODE

EVENT_ CODELIST_ID
	VARCHAR2(32)

INTEGER
	Lookup the CODELIST_ID from CODELISTS via NAME=“MHTERM”

	MH
	MHMODIFY
	MODIFY
	Modified Reported Term
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	MH
	MHDECOD
	DECOD
	Dictionary-Derived Text Description
	Char
	QUALIFIERS
	VALUE_CODE


	VARCHAR2(48) 
	

	MH
	MHCAT
	CAT
	Category for Medical History
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	MH
	MHSCAT
	SCAT
	Subcategory for Medical History
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	MH
	MHOCCUR
	OCCUR
	Medical History Occurrence
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	MH
	MHSTAT
	STAT
	Medical History Status
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	MH
	MHREASND
	REASND
	Reason Medical History Not Collected
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	MH
	MHBODSYS
	BODSYS
	Body System or Organ Class
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	MH
	VISIT
	VISIT
	Visit Name
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	MH
	VISITNUM
	VISITNUM
	Visit Number
	Num
	EVENTS
	VISIT_ID
	 
	Match to VISITS.NUM to derive FK to VISITS.

	MH
	VISITDY
	VISITDY
	Planned Study Day of Visit
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	MH
	MHDTC
	DTC
	Date of History Collection
	Char
	EVENTS
	COLL_T

COLL_P
	 DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into COLL_T and the high end of the date into COLL_P (see Note 4 above).

	MH
	MHSTDTC
	STDTC
	Start Date/Time of Medical History Event
	Char
	EVENTS
	ST_T

ST_P
	 DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into ST_T and the high end of the date into ST_P (see Note 4 above).

	MH
	MHENDTC
	ENDTC
	End Date/Time of Medical History Event
	Char
	EVENTS
	E_T

E_P
	 DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into E_T and the high end of the date into E_P (see Note 4 above).

	MH
	MHDY
	DY
	Study Day of History Collection
	Num
	EVENTS
	COLL_DY
	INTEGER
	

	MH
	MHENRF
	ENRF
	End Relative to Reference Period
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	--
	--
	
	Start Time Point (FK to TIME_PT_TYPES)
	
	EVENTS
	ST_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	End Time Point (FK to TIME_PT_TYPES)
	
	EVENTS
	E_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Collection Time Point (FK to TIME_PT_TYPES)
	
	EVENTS
	COLL_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	End Time Point (FK to TIME_PT_TYPES)
	
	EVENTS
	REF_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Precision of Collection
	
	EVENTS
	COLL_P
	DATE
	Not currently available from SDTM

	--
	--
	
	Event began before observation?
	
	EVENTS
	ST_BEFORE
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Event continuing past observation?
	
	EVENTS
	E_AFTER
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Date/Time of Reference
	
	EVENTS
	REF_T
	DATE
	Not currently available from SDTM

	--
	--
	
	Precision of Reference
	
	EVENTS
	REF_P
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Reference Study Day
	
	EVENTS
	REF_DY
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Duration of Event 
	
	EVENTS
	DUR_D
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Duration of Event - Precision
	
	EVENTS
	DUR_P
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Study Day of Start of Event
	
	EVENTS
	ST_DY
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Study Day of Start of Event
	
	EVENTS
	E_DY
	INTEGER
	Not currently available from SDTM


	
	
	
	
	
	
	
	
	

	EG
	STUDYID
	STUDYID
	Study Identifier
	Char
	--
	--
	 
	In conjunction with USUBJID,  use STUDIES.NUM to get the FK to SUBJECTS (ensuring that this entry points to the correct Subject for this Study)

	EG
	DOMAIN
	DOMAIN
	Domain Abbreviation
	Char
	FINDINGS
	COLL_DOM_CODE
COLL_DOM_ CODELIST_ID
	VARCHAR2(12)
INTEGER
	Lookup the CODELIST_ID from CODELISTS via NAME=“Domain’

	EG
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	VISITS
	SUBJECT_ID


	 INTEGER
	Match to SUBJECTS. SUBMISSION_ SUBJECT to derive FK to SUBJECTS.

	EG
	EGSEQ
	SEQ
	FINDINGS
	Num
	FINDINGS
	SEQ
	INTEGER
	

	EG
	EGGRPID
	GRPID
	Group ID
	Char
	DEPENDENCIES
	GRP
	VARCHAR2(40)
	

	EG
	EGREFID
	REFID
	ECG Reference Identifier
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	EG
	EGSPID
	SPID
	Sponsor ID
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	.

	EG
	EGTESTCD
	TESTCD
	ECG Test or Examination Short Name
	Char
	FINDINGS

TEST_TYPES


	TEST_TID

TEST_CODE

TEST_CODELIST _ID


	INTEGER

VARCHAR2(16)
INTEGER
	Use EGTESTCD, EGORRESU (if present) and EGMETHOD (if present) to match to a unique TEST_TYPES entry and derive FK to TEST_TYPES.

If no match, insert new row into TEST_TYPES.

When doing the above insert, lookup the CODELIST_ID from CODELISTS via NAME=“EGTESTCD”

	EG
	EGTEST
	TEST
	ECG Test or Examination Name
	Char
	Not Mapped
	Not Mapped
	
	Not mapped – a request to the JANUS CCB is to add a new column TEST_NAME to the TEST_TYPES table.

	EG
	EGCAT
	CAT
	Category
	Char
	FINDINGS

	CAT_VALUE_CODE

CAT_VALUE_CODELIST_ID
	 VARCHAR2(16)
INTEGER 


	Lookup the CODELIST_ID from CODELISTS via NAME=“EGCAT”

	EG
	EGSCAT
	SCAT
	Subcategory  
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	EG
	EGPOS
	POS
	ECG Position of Subject
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	EG
	EGORRES
	ORRES 
	Result or Finding in Original Units
	Char
	FINDINGS

COMMENTS
	CONTINOUS_ VALUE
COMM
	DOUBLE

VARCHAR2(1000) 
	If numeric
If non-numeric

	EG
	EGORRESU
	ORRESU
	Original Units
	Char
	TEST_TYPES


	UNIT_CODE

UNIT_CODELIST_ID


	VARCHAR2(16)
INTEGER 

	See above under EGTESTCD for the lookup to TEST_TYPES to derive the FK.

If no match, insert new row into TEST_TYPES.

When doing the above insert, lookup the CODELIST_ID from CODELISTS via NAME=“ EGORRESU”.

	EG
	EGSTRESC
	STRESC
	Character Result/Finding in Std Format
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	EG
	EGSTRESN
	STRESN
	Numeric Result/Finding in Standard Units
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	EG
	EGSTRESU
	STRESU
	Standard Units
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	EG
	EGSTAT
	STAT
	Status
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	EG
	EGREASND
	REASND
	Reason ECG Not Performed
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	EG
	EGXFN
	XFN
	ECG External File Name
	Char
	FINDINGS
	DENSE_DATA_ CODE
	VARCHAR2(12) 
	

	EG
	EGNAM
	NAM
	Vendor Name
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	EG
	EGLOINC
	LOINC
	LOINC Code
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	EG
	EGMETHOD
	METHOD
	Method of ECG Test
	Char
	TEST_TYPES


	METHOD_CODE

METHOD_ CODELIST_ID


	VARCHAR2(16)

INTEGER 


	See above under EGTESTCD for the lookup to TEST_TYPES to derive the FK.

If no match, insert new row into TEST_TYPES.

When doing the above insert, lookup the CODELIST_ID from CODELISTS via NAME=“ EGMETHOD”.

	EG
	EGBLFL
	BLFL
	Baseline Flag
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	EG
	EGDRVFL
	DRVFL
	Derived Flag
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	EG
	EGEVAL
	EVAL


	Evaluator (Role of the person who provided the evaluation)
	Char
	FINDINGS
	EVALUATOR_ID
	INTEGER
	Match to EVALUATORS. NAME to derive FK to EVALUATORS.  If no entry in EVALUATORS table for this name, insert a new row and then insert this new ID as EVALUATOR_ID.

	EG
	VISITNUM
	VISITNUM
	Visit Number
	Num
	FINDINGS
	VISIT_ID
	 
	Match to VISITS.NUM to derive FK to VISITS.

	EG
	VISIT
	VISIT
	Visit Name
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	EG
	VISITDY
	VISITDY
	Planned Study Day of Visit
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	EG
	EGDTC
	DTC
	Date/Time of ECG
	Num
	FINDINGS
	COLL_T

COLL_P


	DATE


	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into COLL_T and the high end of the date into COLL_P (see Note 4 above).

	EG
	EGDY
	DY
	Study Day of ECG
	Num
	FINDINGS
	COLL_DY
	INTEGER
	

	EG
	EGTPTNUM
	TPTNUM 
	Planned Time Point Number
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	EG
	EGTPT
	TPT
	Planned Time Point Name
	Char
	FINDINGS
TIME_PT_TYPES

	COLL_TIME_PT_TID
NAME

	INTEGER
VARCHAR2(20)

	Match to TIME_PT_TYPES by NAME.   
If no match, insert new row into TIME_PT_TYPES 

	EG
	ELTM
	ELTM
	Elapsed Time from Reference Point
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	EG
	EGTPTREF
	TPTREF
	Time Point Reference  
	Char
	FINDINGS
TIME_PT_TYPES

	REF_TIME_PT_TID
NAME

	INTEGER
VARCHAR2(20)

	Match to TIME_PT_TYPES by NAME.   
If no match, insert new row into TIME_PT_TYPES 

	--
	--
	
	Parent Test Type
	
	TEST_TYPES
	PARENT_TEST_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	TRUE if assessment is an interval-scaled categorical measurement.
	
	TEST_TYPES
	IS_INTERVAL
	INTEGER
	Not currently available from SDTM

	--
	--
	
	TRUE if assessment is an ordered categorical variable.
	
	TEST_TYPES
	IS_ORDINAL
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Type of test result, e.g., CONTINUOUS,

CATEGORICAL, WAVEFORM
	
	TEST_TYPES
	RESULT
	VARCHAR2(10)
	Not currently available from SDTM. Default to ‘CONTINUOUS’.

	--
	--
	
	Rule to combine subcategories to total score
	
	TEST_TYPES
	SCORING_RULE
	VARCHAR2(4000)
	Not currently available from SDTM

	--
	--
	
	Smallest physically possible result
	
	TEST_TYPES
	MIN_VALUE
	DOUBLE
	Not currently available from SDTM

	--
	--
	
	Largest physically possible result
	
	TEST_TYPES
	MAX_VALUE
	DOUBLE
	Not currently available from SDTM

	--
	--
	
	Lower limit of normal
	
	TEST_TYPES
	LLN
	DOUBLE
	Not currently available from SDTM

	--
	--
	
	Upper limit of normal
	
	TEST_TYPES
	ULN
	DOUBLE
	Not currently available from SDTM

	--
	--
	
	End Time Point (FK to TIME_PT_TYPES)
	
	FINDINGS
	E_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Start Time Point (FK to TIME_PT_TYPES)
	
	FINDINGS
	ST_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Dense Data Codelist ID
	
	FINDINGS
	DENSE_DATA_ CODELIST_ID
	INTEGER
	Not currently available from SDTM. Set to 0.

	--
	--
	
	Dense Data (HL7 annotated waveform, image data, or

other "source" data object)
	
	FINDINGS
	DENSE_DATA
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Resolution for Continuous_Value
	
	FINDINGS
	MEASUREMENT_P
	DOUBLE
	Not currently available from SDTM

	--
	--
	
	Date/Time of Reference
	
	FINDINGS
	REF_T
	DATE
	Not currently available from SDTM

	--
	--
	
	Precision of Reference
	
	FINDINGS
	REF_P
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Reference Study Day
	
	FINDINGS
	REF_DY
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Start Date/Time of Findings
	
	FINDINGS
	ST_T
	DATE
	Not currently available from SDTM

	--
	--
	
	Start Date/Time of Findings - Precision
	
	FINDINGS
	ST_P
	DATE
	Not currently available from SDTM

	--
	--
	
	Study Day of Start of Findings
	
	FINDINGS
	ST_DY
	INTEGER
	Not currently available from SDTM

	--
	--
	
	End Date/Time of Findings
	
	FINDINGS
	E_T
	DATE
	Not currently available from SDTM

	--
	--
	
	End Date/Time of Findings - Precision
	
	FINDINGS
	E_P
	DATE
	Not currently available from SDTM

	--
	--
	
	End Day of Start of Findings
	
	FINDINGS
	E_DY
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Duration of Finding
	
	FINDINGS
	DUR_D
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Duration of Finding -- Precision
	
	FINDINGS
	DUR_P
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Event began before observation?
	
	FINDINGS
	ST_BEFORE
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Event continuing past observation?
	
	FINDINGS
	E_AFTER
	INTEGER
	Not currently available from SDTM

	
	
	
	
	
	
	
	
	

	LB
	STUDYID
	STUDYID
	Study Identifier


	Char
	--
	--
	 
	In conjunction with USUBJID,  use STUDIES.NUM to get the FK to SUBJECTS (ensuring that this entry points to the correct Subject for this Study)

	LB
	DOMAIN
	DOMAIN
	Domain Abbreviation


	Char
	FINDINGS
	COLL_DOM_CODE

COLL_DOM_ CODELIST_ID
	VARCHAR2(12)
INTEGER
	Lookup the CODELIST_ID from CODELISTS via NAME=“Domain’

	LB
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	VISITS
	SUBJECT_ID


	 INTEGER
	Match to SUBJECTS. SUBMISSION_ SUBJECT to derive FK to SUBJECTS.

	LB
	LBSEQ
	SEQ
	Sequence Number
	Num
	FINDINGS
	SEQ
	INTEGER
	

	LB
	LBGRPID
	GRPID
	Group ID
	Char
	DEPENDENCIES
	GRP
	VARCHAR2(40)
	

	LB
	LBREFID
	REFID
	Specimen Reference Identifier
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	LB
	LBSPID
	SPID
	Sponsor ID
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	LB
	LBTESTCD
	TESTCD
	Lab Test Short Name


	Char
	FINDINGS

TEST_TYPES

	TEST_TID

TEST_CODE
TEST_CODELIST _ID

	INTEGER

VARCHAR2(16)
INTEGER
	Use LBTESTCD, LBORRESU (if present) and LBMETHOD (if present) to match to a unique TEST_TYPES entry and derive FK to TEST_TYPES.

If no match, insert new row into TEST_TYPES.

When doing the above insert, lookup the CODELIST_ID from CODELISTS via NAME=“LBTESTCD” 

	LB
	LBTEST
	TEST
	Lab Test Name


	Char
	Not Mapped
	Not Mapped
	
	Not mapped – a request to the JANUS CCB is to add a new column TEST_NAME to the TEST_TYPES table.

	LB
	LBCAT
	CAT
	Category for Test


	Char
	FINDINGS


	CAT_VALUE_CODE
CAT_VALUE_CODELIST_ID

	 VARCHAR2(16)
INTEGER 

	Lookup the CODELIST_ID from CODELISTS via NAME=“LBCAT”.
If LBCAT is blank/null, set CAT_VALUE_ CODELIST_ID to 0.

	LB
	LBSCAT
	SCAT
	Subcategory for Test
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	LB
	LBORRES
	ORRES
	Result in Original Units
	Char
	FINDINGS

COMMENTS
	CONTINOUS_ VALUE
COMM

	DOUBLE

VARCHAR2(1000)


	If numeric
If non-numeric


	LB
	LBORRESU
	ORRESU


	Original Units
	Char
	TEST_TYPES


	UNIT_CODE

UNIT_CODELIST_ID

	VARCHAR2(16)
INTEGER 

	See above under LBTESTCD for the lookup to TEST_TYPES to derive the FK.

If no match, insert new row into TEST_TYPES.

When doing the above insert, lookup the CODELIST_ID from CODELISTS via NAME=“ LBORRESU”.

	LB
	LBORNRLO
	ORNRLO
	Normal Range Lower Limit in Orig Units
	Char
	FINDINGS
	LOCAL_LLN
	DOUBLE
	

	LB
	LBORNRHI
	ORNRHI
	Normal Range Upper Limit in Orig Units
	Char
	FINDINGS
	LOCAL_ULN
	DOUBLE
	

	LB
	LBSTRESC
	STRESC
	Character Result in Std Format
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	LB
	LBSTNRC
	STNRC
	Reference Range for Char Rslt-Std Units
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	LB
	LBSTRESN
	STRESN
	Numeric Result/Finding in Standard Units
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	LB
	LBSTRESU
	STRESU
	Standard Units
	Char
	QUALIFIERS 
	VALUE_CODE
	VARCHAR2(48) 
	

	LB
	LBSTNRLO
	STNRLO
	Normal Range Lower Limit in Std Units
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	LB
	LBSTNRHI
	STNRHI
	Normal Range Upper Limit in Std Units
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	LB
	LBNRIND
	NRIND
	Reference Range Indicator
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	LB
	LBSTAT
	STAT
	Lab Test Status
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	LB
	LBREASND
	REASND
	Reason Test Not Done 
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	LB
	LBNAM
	NAM
	Laboratory/Vendor Name
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	LB
	LBLOINC
	LOINC
	LOINC Code
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	LB
	LBSPEC
	SPEC
	Specimen Type
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	LB
	LBSPCCND
	SPCCND
	Specimen Condition
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	LB
	LBMETHOD
	METHOD
	Method of Test or Examination
	Char
	TEST_TYPES


	METHOD_CODE

METHOD_ CODELIST_ID


	VARCHAR2(16)

INTEGER 


	See above under LBTESTCD for the lookup to TEST_TYPES to derive the FK.

If no match, insert new row into TEST_TYPES.

When doing the above insert, lookup the CODELIST_ID from CODELISTS via NAME=“ LBMETHOD”.

	LB
	LBBLFL
	BLFL
	Baseline Flag
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	LB
	LBDRVL
	DRVL
	Derived Flag
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	LB
	LBFAST
	FAST
	Fasting Status
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	LB
	LBTOX
	TOX
	Toxicity Description
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	LB
	LBTOXGR
	TOXGR
	Standard Toxicity Grade
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	LB
	VISIT


	VISIT
	Visit Name
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	LB
	VISITNUM


	VISITNUM
	Visit Number
	Num
	FINDINGS
	VISIT_ID
	 
	Match to VISITS.NUM to derive FK to VISITS.

	LB
	VISITDY
	VISITDY
	Planned Study Day of Visit
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	LB
	LBDTC
	DTC
	Date/Time of Specimen Collection
	Num
	FINDINGS
	COLL_T
COLL_P
	 DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into COLL_T and the high end of the date into COLL_P (see Note 4 above).

	LB
	LBDY
	DY
	Study Day of Specimen Collection
	Num
	FINDINGS
	COLL_DY
	 INTEGER
	

	LB
	LBTPT
	TPT
	Planned Time Point Name
	Char
	FINDINGS

TIME_PT_TYPES


	COLL_TIME_PT_TID
NAME


	INTEGER
VARCHAR2(48)


	Match to TIME_PT_TYPES by NAME.    

If no match, insert new row into TIME_PT_TYPES._

	LB
	LBTPTNUM
	TPTNUM
	Planned Time Point Number
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	LB
	LBELTM
	ELTM
	Elapsed Time from Reference Point
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	LB
	LBTPTREF
	TPTREF
	Time Point Reference  
	Char
	FINDINGS
TIME_PT_TYPES


	REF_TIME_PT_TID
NAME


	INTEGER
VARCHAR2(20)

	Match to TIME_PT_TYPES by NAME.   
If no match, insert new row into TIME_PT_TYPES._

	--
	--
	
	Parent Test Type
	
	TEST_TYPES
	PARENT_TEST_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	TRUE if assessment is an interval-scaled categorical measurement.
	
	TEST_TYPES
	IS_INTERVAL
	INTEGER
	Not currently available from SDTM

	--
	--
	
	TRUE if assessment is an ordered categorical variable.
	
	TEST_TYPES
	IS_ORDINAL
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Type of test result, e.g., CONTINUOUS,

CATEGORICAL, WAVEFORM
	
	TEST_TYPES
	RESULT
	VARCHAR2(10)
	Not currently available from SDTM. Default to ‘CONTINUOUS’.

	--
	--
	
	Rule to combine subcategories to total score
	
	TEST_TYPES
	SCORING_RULE
	VARCHAR2(4000)
	Not currently available from SDTM

	--
	--
	
	Smallest physically possible result
	
	TEST_TYPES
	MIN_VALUE
	DOUBLE
	Not currently available from SDTM

	--
	--
	
	Largest physically possible result
	
	TEST_TYPES
	MAX_VALUE
	DOUBLE
	Not currently available from SDTM

	--
	--
	
	Lower limit of normal
	
	TEST_TYPES
	LLN
	DOUBLE
	Not currently available from SDTM

	--
	--
	
	Upper limit of normal
	
	TEST_TYPES
	ULN
	DOUBLE
	Not currently available from SDTM

	--
	--
	
	End Time Point (FK to TIME_PT_TYPES)
	
	FINDINGS
	E_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Start Time Point (FK to TIME_PT_TYPES)


	
	FINDINGS
	ST_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Dense Data Codeliet ID
	
	FINDINGS
	DENSE_DATA_ CODELIST_ID
	INTEGER
	Not currently available from SDTM. Set to 0.

	--
	--
	
	Dense Data (HL7 annotated waveform, image data, or

other "source" data object)
	
	FINDINGS
	DENSE_DATA
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Dense Data Code
	
	FINDINGS
	DENSE_DATA_ CODE
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Evaluator ID
	
	FINDINGS
	EVALUATOR_ID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Resolution for Continuous_Value
	
	FINDINGS
	MEASUREMENT_P
	DOUBLE
	Not currently available from SDTM

	--
	--
	
	Date/Time of Reference
	
	FINDINGS
	REF_T
	DATE
	Not currently available from SDTM

	--
	--
	
	Precision of Reference
	
	FINDINGS
	REF_P
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Reference Study Day
	
	FINDINGS
	REF_DY
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Start Date/Time of Findings
	
	FINDINGS
	ST_T
	DATE
	Not currently available from SDTM

	--
	--
	
	Start Date/Time of Findings - Precision
	
	FINDINGS
	ST_P
	DATE
	Not currently available from SDTM

	--
	--
	
	Study Day of Start of Findings
	
	FINDINGS
	ST_DY
	INTEGER
	Not currently available from SDTM

	--
	--
	
	End Date/Time of Findings
	
	FINDINGS
	E_T
	DATE
	Not currently available from SDTM

	--
	--
	
	End Date/Time of Findings - Precision
	
	FINDINGS
	E_P
	DATE
	Not currently available from SDTM

	--
	--
	
	End Day of Start of Findings
	
	FINDINGS
	E_DY
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Duration of Finding
	
	FINDINGS
	DUR_D
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Duration of Finding – Precision
	
	FINDINGS
	DUR_P
	INTEGER
	Not currently available from SDTM


	--
	--
	
	Event began before observation?
	
	FINDINGS
	ST_BEFORE
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Event continuing past observation?
	
	FINDINGS
	E_AFTER
	INTEGER
	Not currently available from SDTM


	PE
	STUDYID
	STUDYID
	Study Identifier


	Char
	--
	--
	 
	In conjunction with USUBJID,  use STUDIES.NUM to get the FK to SUBJECTS (ensuring that this entry points to the correct Subject for this Study)

	PE
	DOMAIN

	DOMAIN
	Domain Abbreviation
	Char
	FINDINGS
	COLL_DOM_CODE

COLL_DOM_ CODELIST_ID

	VARCHAR2(12)

INTEGER
	Lookup the CODELIST_ID from CODELISTS via NAME=“Domain’

	PE
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	VISITS
	SUBJECT_ID


	 INTEGER
	Match to SUBJECTS. SUBMISSION_ SUBJECT to derive FK to SUBJECTS.

	PE
	PESEQ
	SEQ
	Sequence Number
	Num
	FINDINGS
	SEQ
	INTEGER
	

	PE
	PEGRPID
	GRPID
	Group ID
	Char
	DEPENDENCIES
	GRP
	VARCHAR2(40)
	

	PE
	PETESTCD
	TESTCD
	Body System Examined Short Name
	Char
	FINDINGS

TEST_TYPES

	TEST_TID

TEST_CODE
TEST_CODELIST _ID

	INTEGER

VARCHAR2(16)
INTEGER
	Use PETESTCD to match to a unique TEST_TYPES entry and derive FK to TEST_TYPES.

If no match, insert new row into TEST_TYPES.

When doing the above insert, lookup the CODELIST_ID from CODELISTS via NAME=“PETESTCD” 

	PE
	PETEST
	TEST
	Body System Examined
	Char
	Not Mapped
	Not Mapped
	
	Not mapped – a request to the JANUS CCB is to add a new column TEST_NAME to the TEST_TYPES table.

	PE
	PEMODIFY
	MODIFY
	Modified Reported Term
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	PE
	PECAT
	CAT
	Category for Examination
	Num
	FINDINGS


	CAT_VALUE_CODE
CAT_VALUE_CODELIST_ID


	 VARCHAR2(16)
INTEGER 


	Lookup the CODELIST_ID from CODELISTS via NAME=“PECAT”.
If PECAT is blank/null, set CAT_VALUE_ CODELIST_ID to 0.

	PE
	PESCAT
	SCAT
	Subcategory for Examination
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	PE
	PELOC
	LOC
	Location of Physical Exam Finding
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	PE
	PEBODSYS
	BODSYS
	Body System or Organ Class
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	PE
	PEORRES
	ORRES
	Verbatim Examination Finding
	Char
	FINDINGS

COMMENTS

	CONTINOUS_ VALUE

COMM
	DOUBLE

VARCHAR2(1000) 
	If numeric

If non-numeric

	PE
	PESTRESC
	STRESC
	Character Result/Finding in Std. Format
	Char
	COMMENTS
	COMM
	VARCHAR2(1000) 
	

	PE
	PESTAT
	STAT
	Examination Status
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	PE
	PEREASND
	REASND
	Reason Not Examined
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	PE
	PESPID
	SPID
	Sponsor ID
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	.

	PE
	VISIT
	VISIT
	Visit Name


	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	PE
	VISITNUM
	VISITNUM
	Visit Number


	Num
	FINDINGS
	VISIT_ID
	 
	Match to VISITS.NUM to derive FK to VISITS.

	PE
	VISITDY
	VISITDY
	Planned Study Day of Visit
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	PE
	PEDTC
	DTC
	Date/Time of Examination
	Num
	FINDINGS
	COLL_T
COLL_P
	DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into COLL_T and the high end of the date into COLL_P (see Note 4 above).

	PE
	PEDY
	DY
	Study Day of Examination
	Num
	FINDINGS
	COLL_DY
	INTEGER
	

	--
	--
	
	
	
	TEST_TYPES
	All columns that are not currently

available from SDTM
	See same list 

under LB domain
	

	--
	--
	
	End Time Point (FK to TIME_PT_TYPES)
	
	FINDINGS
	E_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Collection Time Point (FK to TIME_PT_TYPES)
	
	FINDINGS
	COLL_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Reference Time Point (FK to TIME_PT_TYPES)
	
	FINDINGS
	REF_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Start Time Point (FK to TIME_PT_TYPES)
	
	FINDINGS
	ST_TIME_PT_TID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Dense Data Codeliet ID
	
	FINDINGS
	DENSE_DATA_ CODELIST_ID
	INTEGER
	Not currently available from SDTM. Set to 0.

	--
	--
	
	Dense Data (HL7 annotated waveform, image data, or

other "source" data object)
	
	FINDINGS
	DENSE_DATA
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Dense Data Code
	
	FINDINGS
	DENSE_DATA_ CODE
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Evaluator ID
	
	FINDINGS
	EVALUATOR_ID
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Resolution for Continuous_Value
	
	FINDINGS
	MEASUREMENT_P
	DOUBLE
	Not currently available from SDTM

	--
	--
	
	Date/Time of Reference
	
	FINDINGS
	REF_T
	DATE
	Not currently available from SDTM

	--
	--
	
	Precision of Reference
	
	FINDINGS
	REF_P
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Reference Study Day
	
	FINDINGS
	REF_DY
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Start Date/Time of Findings
	
	FINDINGS
	ST_T
	DATE
	Not currently available from SDTM

	--
	--
	
	Start Date/Time of Findings - Precision
	
	FINDINGS
	ST_P
	DATE
	Not currently available from SDTM

	--
	--
	
	Study Day of Start of Findings
	
	FINDINGS
	ST_DY
	INTEGER
	Not currently available from SDTM

	--
	--
	
	End Date/Time of Findings
	
	FINDINGS
	E_T
	DATE
	Not currently available from SDTM

	--
	--
	
	End Date/Time of Findings - Precision
	
	FINDINGS
	E_P
	DATE
	Not currently available from SDTM

	--
	--
	
	End Day of Start of Findings
	
	FINDINGS
	E_DY
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Duration of Finding
	
	FINDINGS
	DUR_D
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Duration of Finding -- Precision
	
	FINDINGS
	DUR_P
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Event began before observation?
	
	FINDINGS
	ST_BEFORE
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Event continuing past observation?
	
	FINDINGS
	E_AFTER
	INTEGER
	Not currently available from SDTM

	--
	--
	
	Normal Range Lower Limit in Orig Units
	
	FINDINGS
	LOCAL_LLN
	DOUBLE
	Not currently available from SDTM

	--
	--
	
	Normal Range Upper Limit in Orig Units
	
	FINDINGS
	LOCAL_ULN
	DOUBLE
	Not currently available from SDTM

	
	
	
	
	
	
	
	
	

	QS
	STUDYID


	STUDYID
	Study Identifier
	Char
	--
	--
	 
	In conjunction with USUBJID,  use STUDIES.NUM to get the FK to SUBJECTS (ensuring that this entry points to the correct Subject for this Study)

	QS
	DOMAIN
	DOMAIN
	Domain Abbreviation
	Char
	FINDINGS
	COLL_DOM_CODE

COLL_DOM_ CODELIST_ID

	VARCHAR2(12)

INTEGER
	Lookup the CODELIST_ID from CODELISTS via NAME=“Domain’

	QS
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	VISITS
	SUBJECT_ID


	 INTEGER
	Match to SUBJECTS. SUBMISSION_ SUBJECT to derive FK to SUBJECTS.

	QS
	QSSEQ
	SEQ
	Sequence Number 
	Num
	FINDINGS
	SEQ


	INTEGER
	

	QS
	QSGRPID
	GRPID
	Group ID
	Char
	DEPENDENCIES
	GRP
	VARCHAR2(40)
	. 

	QS
	QSSPID
	SPID
	Sponsor ID
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	.

	QS
	QSTESTCD
	TESTCD
	Question Short Name
	Char
	FINDINGS

TEST_TYPES

	TEST_TID

TEST_CODE
TEST_CODELIST _ID

	INTEGER

VARCHAR2(16)
INTEGER
	Use QSTESTCD and QSORRESU (if present) to match to a unique TEST_TYPES entry and derive FK to TEST_TYPES.

If no match, insert new row into TEST_TYPES.

When doing the above insert, lookup the CODELIST_ID from CODELISTS via NAME=“QSTESTCD” 

	QS
	QSTEST
	QSTEST
	Question Name
	Char
	Not Mapped
	Not Mapped
	
	Not mapped – a request to the JANUS CCB is to add a new column TEST_NAME to the TEST_TYPES table.

	QS
	QSCAT
	CAT
	Category of Question
	Char
	FINDINGS
	CAT_VALUE_CODE
CAT_VALUE_CODELIST_ID


	 VARCHAR2(16)
INTEGER 


	Lookup the CODELIST_ID from CODELISTS via NAME=“PECAT”. 

If PECAT is blank/null, set CAT_VALUE_ CODELIST_ID to 0.

	QS
	QSSCAT
	SCAT
	Subcategory of Question
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	QS
	QSORRES
	ORRES 
	Finding in Original Units
	Char
	FINDINGS

COMMENTS
	CONTINOUS_ VALUE
COMM
	DOUBLE
VARCHAR2(1000) 
	If numeric

If non-numeric

	QS
	QSORRESU
	ORRESU
	Original Units
	Char
	TEST_TYPES


	UNIT_CODE

UNIT_CODELIST_ID

	VARCHAR2(16)
INTEGER 

	See above under QSTESTCD for the lookup to TEST_TYPES to derive the FK.

If no match, insert new row into TEST_TYPES.

When doing the above insert, lookup the CODELIST_ID from CODELISTS via NAME=“ QSORRESU”.

	QS
	QSSTRESC
	STRESC
	Character Result/Finding in Std Format
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	QS
	QSSTRESN
	STRESN
	Numeric Finding in Standard Units
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	QS
	QSSTRESU
	STRESU
	Standard Units
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	QS
	QSSTAT
	STAT
	Status of Question
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	QS
	QSREASND
	REASND
	Reason Not Performed
	Char
	COMMENTS
	COMM
	VARCHAR2(1000) 
	

	QS
	QSBLFL
	BLFL
	Baseline Flag
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	QS
	QSDRVFL
	DRVFL
	Derived Flag
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	QS
	VISIT
	VISIT
	Visit Name
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	QS
	VISITNUM
	VISITNUM
	Visit Number
	Num
	FINDINGS
	VISIT_ID
	 
	Match to VISITS.NUM to derive FK to VISITS.

	QS
	VISITDY
	VISITDY
	Planned Study Day of Visit
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	QS
	QSDTC
	DTC 
	Date/Time of Finding
	Char
	FINDINGS
	COLL_T

COLL_P


	DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into COLL_T and the high end of the date into COLL_P (see Note 4 above).

	QS
	QSDY
	DY
	Study Day of Finding
	Num
	FINDINGS
	COLL_DY
	INTEGER
	

	QS
	QSTPT
	TPT
	Planned Time Point Name
	Char
	FINDINGS

TIME_PT_TYPES


	COLL_TIME_PT_TID
NAME
	INTEGER

VARCHAR2(20)
	Match to TIME_PT_TYPES by NAME.   
If no match, insert new row into TIME_PT_TYPES 

	QS
	QSTPTNUM
	TPTNUM 
	Planned Time Point  Number
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	QS
	QSELTM
	ELTM
	Elapsed Time from Reference Point
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	QS
	QSTPTREF
	TPTREF
	Time Point Reference
	Char
	FINDINGS
TIME_PT_TYPES


	REF_TIME_PT_TID
NAME


	INTEGER
VARCHAR2(20)

	Match to TIME_PT_TYPES by NAME.   
If no match, insert new row into TIME_PT_TYPES 

	--
	--
	
	
	
	TEST_TYPES
	All columns that are not currently

available from SDTM
	See same list 

under LB domain
	

	--
	--
	
	
	
	FINDINGS
	All columns that are not currently

available from SDTM
	See same list 

under LB domain
	All the same columns except also add LOCAL_ULN and LOCAL_LLN here 

	
	
	
	
	
	
	
	
	

	SC
	STUDYID


	STUDYID
	Study Identifier
	Char
	--
	--
	 
	In conjunction with USUBJID, use STUDIES.NUM to get the FK to SUBJECTS (ensuring that this entry points to the correct Subject for this Study).

	SC
	DOMAIN

	DOMAIN
	Domain Abbreviation
	Char
	FINDINGS
	COLL_DOM_CODE

COLL_DOM_ CODELIST_ID

	VARCHAR2(12)

INTEGER
	Lookup the CODELIST_ID from CODELISTS via NAME=“Domain’

	SC
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	VISITS
	SUBJECT_ID


	 INTEGER
	Match to SUBJECTS. SUBMISSION_ SUBJECT to derive FK to SUBJECTS.

	SC
	SCSEQ
	SEQ
	Sequence Number
	Num
	FINDINGS
	SEQ
	INTEGER
	

	SC
	SCGRPID
	GRPID
	Group ID
	Char
	DEPENDENCIES
	GRP
	VARCHAR2(40)
	

	SC
	SCTESTCD
	TESTCD
	Subject Characteristic Short Name
	Char
	FINDINGS

TEST_TYPES

	TEST_TID

TEST_CODE
TEST_CODELIST _ID

	INTEGER

VARCHAR2(16)
INTEGER
	Use SCTESTCD and SCORRESU (if present) to match to a unique TEST_TYPES entry and derive FK to TEST_TYPES.

If no match, insert new row into TEST_TYPES.

When doing the above insert, lookup the CODELIST_ID from CODELISTS via NAME=“SCTESTCD” 

	SC
	SCTEST
	TEST
	Subject Characteristic
	Char
	Not Mapped
	Not Mapped
	
	Not mapped – a request to the JANUS CCB is to add a new column TEST_NAME to the TEST_TYPES table.


	SC
	SCCAT


	CAT
	Category
	Char
	FINDINGS
	CAT_VALUE_CODE

CAT_VALUE_CODELIST_ID


	 VARCHAR2(16)

INTEGER 


	Lookup the CODELIST_ID from CODELISTS via NAME=“SCCAT”.
If SCCAT is blank/null, set CAT_VALUE_ CODELIST_ID to 0.

	SC
	SCSCAT
	SCAT
	Subcategory 
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	SC
	SCORRES
	ORRES
	Result or Finding in Original Units
	Char
	FINDINGS

COMMENTS
	CONTINOUS_ VALUE
COMM
	DOUBLE

VARCHAR2(1000)
	If numeric

If non-numeric

	SC
	SCORRESU
	ORRESU
	Original Units


	Char
	TEST_TYPES


	UNIT_CODE

UNIT_CODELIST_ID

	VARCHAR2(16)
INTEGER 

	See above under SCTESTCD for the lookup to TEST_TYPES to derive the FK.

If no match, insert new row into TEST_TYPES.

When doing the above insert, lookup the CODELIST_ID from CODELISTS via NAME=“ SCORRESU”.

	SC
	SCSTRESC
	STRESC
	Character Result/Finding in Std Format
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	SC
	SCSTRESN
	STRESN
	Numeric Result/Finding in Standard Units
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	SC
	SCSTRESU
	STRESU
	Standard Units
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	SC
	SCSTAT
	STAT
	Status of SC Measurement
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48)
	

	SC
	SCREASND


	REASND
	Reason Not Performed
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	SC
	SCSPID
	SPID
	Sponsor ID
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	.

	SC
	SCDTC
	DTC
	Date/Time of Collection
	Num
	FINDINGS
	COLL_T
COLL_P
	DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into COLL_T and the high end of the date into COLL_P (see Note 4 above).

	SC
	SCDY
	DY
	Study Day of Examination
	Num
	FINDINGS
	COLL_DY
	INTEGER
	

	--
	--
	
	
	
	TEST_TYPES
	All columns that are not currently

available from SDTM
	See same list 

under PE domain
	

	--
	--
	
	
	
	FINDINGS
	All columns that are not currently

available from SDTM
	See same list 

under PE domain
	All the same columns except also add VISIT_ID here to SC 

	
	
	
	
	
	
	
	
	

	VS
	STUDYID
	STUDYID
	Study Identifier
	Char
	--
	--
	 
	In conjunction with USUBJID, use STUDIES.NUM to get the FK to SUBJECTS (ensuring that this entry points to the correct Subject for this Study).


	VS
	DOMAIN

	DOMAIN
	Domain Abbreviation
	Char
	FINDINGS
	COLL_DOM_CODE

COLL_DOM_ CODELIST_ID

	VARCHAR2(12)

INTEGER
	Lookup the CODELIST_ID from CODELISTS via NAME=“Domain’

	VS
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	VISITS
	SUBJECT_ID


	 INTEGER
	Match to SUBJECTS. SUBMISSION_ SUBJECT to derive FK to SUBJECTS.

	VS
	VSSEQ
	SEQ
	Sequence Number
	Num
	FINDINGS
	SEQ
	INTEGER
	

	VS
	VSGRPID
	GRPID
	Group ID
	Char
	DEPENDENCIES
	GRP
	VARCHAR2(40)
	

	VS
	VSSPID
	SPID
	Sponsor ID
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	VS
	VSTESTCD
	TESTCD
	Vital Signs Test Short Name
	Char
	FINDINGS

TEST_TYPES

	TEST_TID

TEST_CODE
TEST_CODELIST _ID

	INTEGER

VARCHAR2(16)
INTEGER
	Use VSTESTCD and VSORRESU (if present) to match to a unique TEST_TYPES entry and derive FK to TEST_TYPES.

If no match, insert new row into TEST_TYPES.

When doing the above insert, lookup the CODELIST_ID from CODELISTS via NAME=“VSTESTCD” 

	VS
	VSTEST
	TEST
	Vital Signs Test Name
	Char
	Not Mapped
	Not Mapped
	
	Not mapped – a request to the JANUS CCB is to add a new column TEST_NAME to the TEST_TYPES table.

	VS
	VSCAT
	CAT
	Category
	Char
	FINDINGS

	CAT_VALUE_CODE

CAT_VALUE_CODELIST_ID

	 VARCHAR2(16)

INTEGER 


	Lookup the CODELIST_ID from CODELISTS via NAME=“VSCAT”.

If VSCAT is blank/null, set CAT_VALUE_ CODELIST_ID to 0.

	VS
	VSSCAT
	SCAT
	Subcategory 
	Char
	QUALIFIERS
	VALUE_CODE


	 VARCHAR2(48) 
	

	VS
	VSPOS
	POS
	Vital Signs Position of Subject
	Char
	QUALIFIERS
	VALUE_CODE


	 VARCHAR2(48) 
	

	VS
	VSORRES
	ORRES
	Result or Finding in Original Units
	Char
	FINDINGS
COMMENTS
	CONTINOUS_ VALUE
COMM
	DOUBLE
VARCHAR2(1000)
	If numeric

If non-numeric

	VS
	VSORRESU
	ORRESU
	Original Units
	Char
	TEST_TYPES


	UNIT_CODE

UNIT_CODELIST_ID

	VARCHAR2(16)
INTEGER 

	See above under VSTESTCD for the lookup to TEST_TYPES to derive the FK.

If no match, insert new row into TEST_TYPES.

When doing the above insert, lookup the CODELIST_ID from CODELISTS via NAME=“ VSORRESU”.

	VS
	VSSTRESC
	STRESC
	Character Result/Finding in Std Format
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	VS
	VSSTRESN
	STRESN
	Numeric Result/Finding in Standard Units
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	VS
	VSSTRESU
	STRESU
	Standard Units
	Char
	QUALIFIERS
	VALUE_CODE
	 VARCHAR2(48) 
	

	VS
	VSSTAT
	STAT
	Vitals Status
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	VS
	VSREASND
	REASND
	Reason Not Performed
	Char
	COMMENTS
	COMM
	VARCHAR2(1000) 
	

	VS
	VSLOINC
	LOINC
	LOINC Code
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	VS
	VSLOC
	LOC
	Location of Vital Signs Measurement
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	VS
	VSBLFL
	BLFL
	Baseline Flag


	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	VS
	VSDRVL
	DRVL
	Derived Flag


	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	VS
	VISIT
	VISIT
	Visit Name


	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	VS
	VISITNUM

	VISITNUM
	Visit Number
	Num
	FINDINGS
	VISIT_ID
	 
	used to get FK to VISITS (VISIT_ID)

	VS
	VISITDY
	VISITDY
	Planned Study Day of Visit
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	VS
	VSDTC
	DTC
	Date/Time of Examination
	Char
	FINDINGS
	COLL_T

COLL_P
	 DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into COLL_T and the high end of the date into COLL_P (see Note 4 above).

	VS
	VSDY
	DY
	Study Day of Examination
	Num
	FINDINGS
	COLL_DY
	INTEGER
	

	VS
	VSTPT
	TPT 
	Planned Time Point Name
	Char
	FINDINGS

TIME_PT_TYPES


	COLL_TIME_PT_TID
NAME


	INTEGER

VARCHAR2(20)
	Match to TIME_PT_TYPES by NAME.  
If no match, insert new row into TIME_PT_TYPES

	VS
	VSTPTNUM
	TPTNUM 
	Planned Time Point Number
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	VS
	VSELTM
	ELTM
	Elapsed Time From Reference Point
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	VS
	VSTPTREF
	VSTPTREF
	Time Point Reference  
	Char
	FINDINGS

TIME_PT_TYPES


	REF_TIME_PT_TID
NAME


	INTEGER
VARCHAR2(20)

	Match to TIME_PT_TYPES by NAME.  
If no match, insert new row into TIME_PT_TYPES 

	--
	--
	
	
	
	TEST_TYPES
	All columns that are not currently

available from SDTM
	See same list 

under LB domain
	

	--
	--
	
	
	
	FINDINGS
	All columns that are not currently

available from SDTM
	See same list 

under LB domain
	All the same columns except also add LOCAL_ULN and LOCAL_LLN here to VS 


	
	
	
	
	
	
	
	
	

	TI
	STUDYID
	STUDYID
	Study Identifier


	Char
	INCLUSION_ TYPES 


	STUDY_ID
	INTEGER


	Match to STUDIES.NUM to derive FK to STUDIES.

	TI
	DOMAIN
	DOMAIN
	Domain Abbreviation
	Char
	Not mapped
	Not mapped
	 
	

	TI
	IETESTCD
	IETESTCD
	Exception Criteria Test or Exam Short Name
	Char
	INCLUSION_ TYPES
	NAME
	VARCHAR2(20) 
	

	TI
	IETEST
	IETEST
	Exception Criteria Test or Exam
	Char
	INCLUSION_ TYPES
	DESCR
	VARCHAR2(100) 
	

	TI
	IECAT
	IECAT
	Category for Test or Examination Criteria
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	TI
	TIRL
	RL
	Inclusion/Exclusion Criterion  Rule
	Char
	INCLUSION_ TYPES
	RULE
	VARCHAR2(4000)
	

	
	
	
	
	
	
	
	
	

	IE
	STUDYID
	STUDYID
	Study Identifier
	Char
	--
	--
	 
	In conjunction with USUBJID, use STUDIES.NUM to get the FK to SUBJECTS (ensuring that this entry points to the correct Subject for this Study).

	IE
	DOMAIN
	DOMAIN
	Domain Abbreviation
	Char
	INCLUSIONS
	COLL_DOM_CODE
	VARCHAR2(12)
	

	IE
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	INCLUSIONS
	SUBJECT_ID


	 INTEGER
	Match to SUBJECTS. SUBMISSION_ SUBJECT to derive FK to SUBJECTS.

	IE
	IESEQ
	SEQ
	Sequence Number
	Num
	INCLUSIONS
	SEQ


	 INTEGER
	

	IE
	IESPID
	SPID
	Sponsor ID
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	IE
	IETESTCD
	TESTCD
	Exception Criteria Test or Exam Short Name
	Char
	INCLUSIONS
	INC_TID
	 INTEGER
	Used to get FK INC_TID to INCLUSION_TYPES 

	IE
	IETEST
	TEST
	Exception Criteria  Test or Exam
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	IE
	IECAT
	CAT
	Category for Test or Examination Criteria
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	IE
	IESCAT
	SCAT
	Subcategory for Test or Examination Criteria
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	IE
	IEORRES


	ORRES 
	Criterion Met
	Char
	INCLUSIONS
	IS_PASS
	INTEGER
	Use IEORRES and IECAT to map to IS_PASS (0 or 1) as follows:

IECAT/IEORRES          

INCLUSION   Y
    1

INCLUSION   N
    0 

EXCLUSION  Y
    0 

EXCLUSION  N
    1  

Other
          Y
    1 

Other
          N
     0

	IE
	IESTRESC
	STRESC
	Character Result/Finding in Std Format
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	

	IE
	VISIT


	VISIT
	Visit Name
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	IE
	VISITNUM


	VISITNUM
	Visit Number
	Num
	INCLUSIONS
	VISIT_ID (Proposed change to the JANUS data model)
	 
	Proposed -- Used to get FK to VISITS (VISIT_ID).

	IE
	VISITDY
	VISITDY
	Planned Study Day of Visit
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	

	IE
	IEDTC
	DTC
	Date/Time of Collection
	Num
	INCLUSIONS
	COLL_T

COLL_P
	DATE
	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into COLL_T and the high end of the date into COLL_P (see Note 4 above).

	IE
	IEDY
	DY
	Study Day of Collection
	Char
	INCLUSIONS
	COLL_DY
	INTEGER
	

	--
	--
	
	Collection Time Point (FK to TIME_PT_TYPES)
	
	INCLUSIONS
	COLL_TIME_PT_ TID
	INTEGER
	Not currently available from SDTM

	CO
	STUDYID

	STUDYID
	Study Identifier
	Char
	--
	--
	 
	In conjunction with USUBJID, use STUDIES.NUM to get the FK to SUBJECTS (ensuring that this entry points to the correct Subject for this Study).

	CO
	DOMAIN
	DOMAIN
	Domain Abbreviation
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	Insert to QUALIFIERS if DOMAIN <> ‘CO’ 

	CO
	RDOMAIN
	RDOMAIN
	Related Domain Abbreviation
	Char
	QUALIFIERS

COMMENTS

	VALUE_CODE
TBL
	VARCHAR2(48) 
VARCHAR2(20) 
	Always insert this to QUALIFIERS to ensure we keep the original RDOMAIN  

Also use RDOMAIN as follows:

When IDVAR <> xxGRPID:

If RDOMAIN = (PE, LB, SC, VS, QS, EG) set TBL=FINDINGS

If RDOMAIN = (DS, MH, AE) set TBL=EVENTS

If RDOMAIN = (CM, EX, SU) set TBL= INTERVENTIONS

If RDOMAIN = DM set TBL= SUBJECTS
If RDOMAIN is NULL, or not one of the above, then TBL is set to NULL.

When IDVAR=xxGRPID
Set TBL= DEPENDENCIES.  

	CO
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	COMMENTS
	SUBJECT_ID


	 INTEGER
	Match to SUBJECTS. SUBMISSION_ SUBJECT to derive FK to SUBJECTS.

	CO
	COSEQ
	SEQ
	Sequence Number
	Num
	COMMENTS
	COMM
	VARCHAR2(1000)
	Insert a second COMMENTS row linked to the same TBL/TBL_ID.

	CO
	IDVAR
	IDVAR
	Identifier Variable Name
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	Insert  to QUALIFIERS if IDVAR not xxSEQ nor xxGRPID

	CO
	IDVARVAL
	IDVARVAL
	Identifier Variable Value
	Char
	COMMENTS
COMMENTS

	TBL_ID
COMM

	INTEGER
VARCHAR2(1000)

	If TBL is NULL, or RDOMAIN is not DM and (IDVAR is NULL or IDVARVAL is NULL), set TBL_ID to 0. Otherwise:
If IDVAR=xxSEQ:
If RDOMAIN <> DM

Join to the TBL table with the IDVARVAL value, for this USUBJID and STUDYID, to find the <TBL>_ID primary key on that table, and store this as the TBL_ID here

If RDOMAIN is DM:

Set TBL_ID = SUBJECT_ID from above USUBJID lookup

If IDVAR=xxGRPID:
 Join to DEPENDENCIES with the IDVARVAL  value, for this USUBJID and STUDYID, to find one of the DEPENDENCY_ID values, and store as the TBL_ID here.

From this TBL_ID, all of the related entries for this Group within the RDOMAIN in DEPENDENCIES could then be identified based on their having the same FROM_STUDY_ID, FROM_SUBJECT_ID, GRP, and FROM_COLL_DOM_CODE with ROLE=’xxGRPID (and from there back to all of the sourcing entries in FINDINGS, etc. as desired) .

If IDVAR  not xxSEQ nor xxGRPID:
Set TBL_ID to 0, and save this IDVARVAL as a second COMMENTS row linked to the same TBL/TBL_ID is inserted.

	CO
	COREF
	REF
	Comment Reference (CRF Page) 
	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	If COREF is not null, a second COMMENTS row linked to the same TBL/TBL_ID is inserted.


	CO
	CODTC
	DTC
	Date / Time of Comment 
	Char
	COMMENTS
	COLL_T

COLL_P
	DATE

INTEGER

	Parse/translate the  date (ISO 8601) – for precision purposes derive the low end of the date into COLL_T and the high end of the date into COLL_P (see Note 4 above).

	CO
	COVAL
	VAL
	Comment


	Char
	COMMENTS
	COMM
	VARCHAR2(1000)
	Note that if multiple COVALn variables, concatenate them all into one COMM column, up to the limit of 1000 characters

	CO
	COEVAL
	EVAL
	Evaluator


	Char
	COMMENTS

EVALUATORS
	EVALUATOR_ID

NAME
	INTEGER 
VARCHAR2(50)
	Match to EVALUATORS. NAME to derive FK to EVALUATORS.

If no entry in EVALUATORS table for this name, insert a new row and then insert this new ID as EVALUATOR_ID.

	
	
	
	
	
	
	
	
	

	SQ
	STUDYID


	STUDYID
	Study Identifier
	Char
	--
	--
	 
	In conjunction with USUBJID, use STUDIES.NUM to get the FK to SUBJECTS (ensuring that this entry points to the correct Subject for this Study).

	SQ
	RDOMAIN
	RDOMAIN
	Related Domain Abbreviation
	Char
	QUALIFIERS

QUALIFIERS


	VALUE_CODE
TBL
	VARCHAR2(48) 
VARCHAR2(20) 
	Always insert this to QUALIFIERS as a second QUALIFIERS row linked to the same TBL/TBL_ID.

Also use RDOMAIN as follows:

When IDVAR <> xxGRPID:

If RDOMAIN = (PE, LB, SC, VS, QS, EG) set TBL=FINDINGS

If RDOMAIN = (DS, MH, AE) set TBL=EVENTS

If RDOMAIN = (CM, EX, SU) set TBL= INTERVENTIONS

If RDOMAIN = DM set TBL= SUBJECTS
If RDOMAIN is NULL, or not one of the above, then TBL is set to NULL.

When IDVAR=xxGRPID
Set TBL= DEPENDENCIES.  

	SQ
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	QUALIFIERS
	SUBJECT_ID


	 INTEGER
	Match to SUBJECTS. SUBMISSION_ SUBJECT to derive FK to SUBJECTS.


	SQ
	IDVAR
	IDVAR
	Identifier Variable Name
	Char
	QUALIFIERS
	VALUE_CODE
	VARCHAR2(48) 
	If IDVAR not xxSEQ nor xxGRPID -- insert this to QUALIFIERS as a second QUALIFIERS row linked to the same TBL/TBL_ID.

	SQ
	IDVARVAL
	IDVARVAL
	Identifier Variable Value
	Char
	QUALIFIERS

QUALIFIERS

	TBL_ID
VALUE_CODE

	INTEGER
VARCHAR2(48)

	If TBL is NULL, or RDOMAIN is not DM and (IDVAR is NULL or IDVARVAL is NULL), set TBL_ID to 0. Otherwise:

If IDVAR=xxSEQ:
If RDOMAIN <> DM

Join to the TBL table with the IDVARVAL value, for this USUBJID and STUDYID, to find the <TBL>_ID primary key on that table, and store this as the TBL_ID here

If RDOMAIN is DM:

Set TBL_ID = SUBJECT_ID from above USUBJID lookup

If IDVAR=xxGRPID:

Join to DEPENDENCIES with the IDVARVAL  value, for this USUBJID and STUDYID, to find one of the DEPENDENCY_ID values, and store as the TBL_ID here.

From this TBL_ID, all of the related entries for this Group within the RDOMAIN in DEPENDENCIES could then be identified based on their having the same FROM_STUDY_ID, FROM_SUBJECT_ID, GRP, and FROM_COLL_DOM_CODE with ROLE=’GRPID (and from there back to all of the sourcing entries in FINDINGS, etc. as desired) .

If IDVAR  not xxSEQ nor xxGRP:
Set TBL_ID to 0, and save this IDVARVAL setting in QUALIFIERS -- as a second QUALIFIERS row linked to the same TBL/TBL_ID.

	SQ
	QNAM
	QNAM
	Qualifier Variable Name
	Char
	QUALIFIERS

CODELISTS
	CAT_CODE

CAT_CODELIST_ID

NAME
	VARCHAR2(12) 

VARCHAR2(20)
	First, lookup the CODELIST_ID from CODELISTS via NAME=QNAM.

If no entry, insert a new row into CODELISTS.

	SQ
	QLABEL
	QLABEL
	Qualifier Variable Label
	Char
	CODELISTS
	DESCR


	VARCHAR2(4050)
	See above, if new entry

	SQ
	QVAL
	QVAL
	Data Value
	Char
	QUALIFIERS

	VALUE_CODE

VALUE_CODELIST_ ID


	VARCHAR2(48) 

INTEGER

	It will point to a codelist for the values of the non-standard variable.

	SQ
	QORIG
	QORIG
	Origin
	Char
	QUALIFIERS
	VALUE_CODE


	VARCHAR2(48) 


	Insert this to QUALIFIERS as a second QUALIFIERS row linked to the same TBL/TBL_ID.



	SQ
	QEVAL
	QEVAL
	Evaluator
	Char
	QUALIFIERS

EVALUATORS
	EVALUATOR_ID

NAME
	INTEGER
VARCHAR2(50)
	Match to EVALUATORS.NAME to derive the FK to EVALUATORS.

If no entry in EVALUATORS table for this name, insert a new row and then insert this new ID as EVALUATOR_ID.

	
	
	
	
	
	
	
	
	

	REL REC
	STUDYID


	STUDYID
	Study Identifier
	Char
	DEPENDENCIES


	FROM_STUDY_ID
	INTEGER
	In conjunction with USUBJID, use STUDIES.NUM to get the FK to SUBJECTS (ensuring that this entry points to the correct Subject for this Study).

Match to STUDIES.NUM to derive FK to STUDIES.

	REL REC
	RDOMAIN
	RDOMAIN
	Related Domain Abbreviation
	Char
	DEPENDENCIES

DEPENDENCIES


	FROM_TABLE

FROM_COLL_DOM_CODE

FROM_COLL_DOM_CODELIST_ID
	VARCHAR2(20) 

VARCHAR2(12)
	If RDOMAIN = (PE, LB, SC, VS, QS, EG) set FROM_TABLE= FINDINGS

If RDOMAIN = (DS, MH, AE) set FROM_TABLE= EVENTS

If RDOMAIN = (CM, EX, SU) set FROM_TABLE= INTERVENTIONS.

If RDOMAIN is NULL, or not one of the above, then FROM_TABLE is set to NULL.

Lookup the CODELIST_ID from CODELISTS via NAME=“Domains’

	REL REC
	USUBJID
	USUBJID
	Unique Subject Identifier
	Char
	DEPENDENCIES
	FROM_SUBJECT_ID


	 INTEGER
	Match to SUBJECTS. SUBMISSION_ SUBJECT to derive FK to SUBJECTS.

	REL REC
	IDVAR
	IDVAR
	Identifier Variable Name
	Char
	DEPENDENCIES
	CAT_CODE
	VARCHAR2(12)
	

	REL REC
	IDVARVAL
	IDVARVAL
	Identifier Variable Value
	Char
	DEPENDENCIES 
	VALUE_CODE
	VARCHAR2(12)
	

	REL REC
	RELTYPE
	RELTYPE
	Relationship Type
	Char
	DEPENDENCIES
	ROLE
	VARCHAR2(6)
	

	REL REC
	RELID
	RELID
	Relationship Identifier
	Char
	DEPENDENCIES
	GRP
	VARCHAR2(40)
	


Appendix A:   Mappings into the JANUS tables QUALIFIERS, COMMENTS and DEPENDENCIES

	JANUS Table
	JANUS Attribute
	Attribute Type
	Notes on mappings from SDTM

	QUALIFERS
	CAT_CODELIST_ID
	INTEGER
	Lookup the CODELIST_ID from CODELISTS via       NAME= ‘cat_code’ (the column on this table). The general rules of thumb for the JANUS mapping/loads are:
1) Only those variables that have a categorization or are a controlled variable are captured in QUALIFIERS (vs. COMMENTS)

2) That all such variables are represented in CODELISTS

	QUALIFERS
	COLL_TIME_PT_TID
	INTEGER
	Not generally populated at this time

	QUALIFERS
	VALUE_CODELIST_ID


	INTEGER
	Same value as for CAT_CODELIST_ID, since most JANUS instantiations will have the Category and Value pair mapped to the same CODELIST.

	QUALIFERS
	EVALUATOR_ID


	INTEGER
	Would be 0 except where an Evaluator is indicated (for SDTM 3.1, this would just be for the SQ domain)

	QUALIFERS
	TBL
	VARCHAR2(20)
	Set to one of the following, based on source domain:  ‘SUBJECTS’ (DM),  ’FINDINGS’ (PE, LB, SC, VS, QS, EG), ‘EVENTS’  (DS, MH, AE), ‘INTERVENTIONS’ 
(CM, EX, SU), INCLUSION_TYPES (TI)

	QUALIFERS
	TBL_ID
	INTEGER
	Look up the original ID value on TBL for this specific entry (e.g. FINDING_ID, SUBJECT_ID, INC_TID)

	QUALIFERS
	SUBJECT_ID


	INTEGER
	The SUBJECTS.SUBJECT_ID associated with this entry. Set to 0 if TBL=INCLUSION_TYPES.

	QUALIFERS
	CAT_CODE


	VARCHAR2(12)
	The name of the SDTM Domain Variable of this entry 

	QUALIFERS
	VALUE_CODE


	VARCHAR2(48)
	The value of this SDTM Domain Variable for this entry

	QUALIFERS
	COLL_T


	DATE
	If the source entry has a COLL_T associated with it, save it here as well.  Parse/translate the date (ISO 8601) – for precision purposes derive the low end of the date into COLL_T and the high end of the date into COLL_P (see Note 4 above).

	QUALIFERS
	COLL_P


	DATE
	See above.

	QUALIFERS
	COLL_DY
	INTEGER
	If the source entry has a COLL_DY associated with it

	
	
	
	

	COMMENTS
	CAT_CODELIST_ID
	INTEGER
	Lookup the CODELIST_ID from CODELISTS via NAME=’cat_code’ (the column on this table), Set to 0 if no match to CODELISTS. 

This will generally be set to 0, as most SDTM domain variables represented in COMMENTS will not be those that have a CODELIST associated with them.

	COMMENTS
	COLL_TIME_PT_TID
	INTEGER
	Not generally populated at this time

	COMMENTS
	EVALUATOR_ID


	INTEGER
	Would be 0 except where an Evaluator is indicated (for SDTM 3.1, this would just be for the CO domain)

	COMMENTS
	TBL
	VARCHAR2(20)
	Set to one of the following, based on source domain:  ‘SUBJECTS’ (DM),  ’FINDINGS’ (PE, LB, SC, VS, QS, EG), ‘EVENTS’  (DS, MH, AE), ‘INTERVENTIONS’ 
(CM, EX, SU), ‘ELEMENT_SEQUENCES’ (SE)

	COMMENTS
	TBL_ID
	INTEGER
	Look up the original ID value on TBL for this specific entry (e.g. FINDING_ID, SUBJECT_ID, ELEMENT_SEQUENCE_ID)

	COMMENTS
	SUBJECT_ID


	INTEGER
	The SUBJECTS.SUBJECT_ID associated with this entry. Set to 0 if TBL=ELEMENT_SEQUENCES.

	COMMENTS
	CAT_CODE
	VARCHAR2(12)
	The name of the SDTM Domain Variable of this entry 

	COMMENTS
	COMM

	VARCHAR2(1000)
	The comment value associated with this entry

	COMMENTS
	COLL_T


	DATE
	If the source entry has a COLL_T associated with it, save it here as well.  Parse/translate the date (ISO 8601) – for precision purposes derive the low end of the date into COLL_T and the high end of the date into COLL_P (see Note 4 above).

	COMMENTS
	COLL_P


	DATE
	See above.

	COMMENTS
	COLL_DY
	INTEGER
	If the source entry has a COLL_DY associated with it

	
	
	
	

	DEPENDENCIES
	CAT_CODELIST_ID
	INTEGER
	Lookup the CODELIST_ID from CODELISTS via NAME=’cat_code’ (the column on this table), Set to 0 if no match to CODELISTS.

	DEPENDENCIES
	FROM_COLL_DOM_ CODELIST_ID
	INTEGER
	Lookup the CODELIST_ID from CODELISTS via NAME=“Domains’ 

	DEPENDENCIES
	FROM_STUDY_ID


	INTEGER
	The STUDIES.STUDY_ID associated with this entry

	DEPENDENCIES
	FROM_SUBJECT_ID


	INTEGER
	The SUBJECTS.SUBJECT_ID associated with this entry

	DEPENDENCIES
	FROM_COLL_DOM_ CODE


	VARCHAR2(12)
	Set to the source domain for this entry

	DEPENDENCIES
	FROM_TABLE


	VARCHAR2(20)
	Set to one of the following, based on source domain:  ‘SUBJECTS’ (DM),  ’FINDINGS’ (PE, LB, SC, VS, QS, EG), ‘EVENTS’  (DS, MH, AE), ‘INTERVENTIONS’ 
(CM, EX, SU)

	DEPENDENCIES
	CAT_CODE


	VARCHAR2(12)
	For entries sourcing from GRPID, set this to the “ddSEQ’ variable name, where dd=the sourcing Domain 

	DEPENDENCIES
	GRP
	VARCHAR2(40)
	

	DEPENDENCIES
	VALUE_CODE
	VARCHAR2(12)
	For entries sourcing from GRPID, set this to the value of the ddSEQ domain variable, where dd=the sourcing Domain


	DEPENDENCIES
	ROLE
	VARCHAR2(6)
	Set to “—GRPID’ whenever DEPENDENCIES being populated from GRPID on a given domain, to distinguish this row from one inserted via the RELREC domain (the “__” prefix is used in case any entries in the RELREC domain happen to have “GRPID” as the RELTYPE)


�We need to discuss this design plan further.


�We need to discuss this design plan further.
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