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M 5 ki ” M eta d ata Ea S FO . AI I TO WO rk Wit h . Rho’s metadata database has four main tables—one each for study-level, dataset-level, variable-
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8 Y level, and value-level metadata. Three of these tables are presented below with data from the
[ J [ J
Going Beyond Excel For a More Robust Solution example AE form.
A system that collects and stores machine-readable metadata is critical to the operation of reliable and Studies table
FIELDSUSED- FIELDSUSED- STUDYCREA- | STUDYCREAT- SDTMVERSION-| LBLVARS LBLDSNS
P PP . M M H b T H IDSTUDY | STUDYTITLE PROTOCOL COMPOUND | PROJROOTDIR RELSTUDS y Wy
efficient clinical trial submission projects. In addition to storing metadata, the system at Rho creates VARIABLESTABLE DATASETSTABLE __|TIONDATETIME| _EDBY NUMBER _|CUSTOM TXT1] CUSTOM_TXT1
1412 End To End 9999-ABC-999 ETOE Q:\ETOE VARNAME, IDDOMAIN, DOMAIN, PURPOSE, STRUC- 6/6/2012 r70818 3.1.2 SAPRef CRFPages
programming specifications, sets variable attributes, and outputs define files. The system is comprised of an FOADEFINITION, CUS-  TURE, KEVS, CLASS, CUS- | - 4:44:40 PM
Oracle database with a Microsoft Access user interface.
Below is an example variable definition form. All variable-level metadata is entered in this form. It includes Datasets table
Va rl a b I e att rl b Utesl d efl n It I O n S a n d a Igo rlt h m S fo r p rog ra m m e rsl a n d m eta d ata d eStI n e d fo r d efl n e fl I eS . idDomain Domain | submitDB Purpose Structure Keys class Description input_notes output_notes CRFPages I;Zi:'zl'?rl:\-e lastEditedBy
122705 AE Yes Tabulation Onerecord per STUDYID, USUB- Events Adverse Events Input dataset is RAW.AE. Subset Keep only subjects present 9/6/2012 r70818
adverse event  JID, AETERM, where RAW.AE.AETERM is not  in DM where ARMCD ne 12:53:02 PM
per subject AESTDTC missing. 'SCRNFAIL'".
Variable Definitions for End To End Study =il
Print Domains
Edit Valued evel [0 =Required or Expected in SDTM-IG 3.1.2 Domain |All | .
il ~ vardame « 2C « Label » | SubmitDB -~ | ODMType « | Core « |Tyf ~ [Len -~ | CRFloc - Origin ~ | Roke « CT - ProgDef - FDAdef - LaztEditDateTime « | & [ Va rl a b | eS ta b I e
AE  AFLOC 15 Location of Event text P Ch CRF orDerived  Record  (LOC 32312011 4:59:08 PM
pratn erEvEn = o arHeE Qﬁzﬁ;ier ‘ ) - idVariables | idDomain | varName | sortOrder label submitDB | Core | ODMType type length Origin Role CcT progDef FDAdef SAPRef
O 5673926 122705 AELOC 15 Location of No Perm text Char CRF or De- Record 24
Event rived Qualifier
AE AESEW 16 Severity/intenzity text Perm Char 40 Adverze CRF Record AESEV) RV AE AESEV 41902012 5:48:10 P 5673941 122705 AESEV 16 Severity/ Yes Perm text Char 40 CRF Record =RAW.AE.AESEV
Events_200 Qualifier Intensity Qualifier = UNKNOWN if RAW.AE.AESEV=UNKNOWN
UNKNOWN if RAW AE AESEV=UNKNOWN or or UK
K
5673913 122705 AEACN 18 Action Yes Exp text Char 40 CRF Record 51 Recode RAW.AE.AEACN as follows:
AE  AESER 17| Serious Event test Exp Char 1| Adverse  CRF Record RAW AE AESER 11142012 7:52:15 PM Taken with Qualifier NONE = DOSE NOT CHANGED
Eventz_200 Qualifier Study Treat- STUDY DRUG DISCONTINUED = DRUG
ment WITHDRAWN
STUDY DRUG INTERRUPTED = DRUG INTER-
AE  AEACN 18| Action Taken with text Exp Char 40 Adverse  CRF Record  (ACN) Recode RAW AE AEACN as follows: 31312012 1:47:54 PM RUPTED
Study Treatment Eventz_Z00 Qualifier UNKNOWN or UK = UNKNOWN
NOME = DOSE NOT CHANGED
STUDY DRUG DISCONTINUED = DRUG 5673914 122705 AEACNOTH 19 Other Action No Perm text Char CRF Record
WITHDRAWN Taken Qualifier
AE AEACNOTH 19| Other Action Taken text Perm Char CRF Recqrd
] Aualier 5673932 122705 AEREL 20 Causality Yes Exp text Char 40 CRF Record =RAW.AE.AEREL
Qualifier Recode 'UK' to 'UNKNOWN'.
AE  AEREL 20| Causality text Exp Char 40 Adverse  CRF Record WMREL) RAW AE AEREL 312312012 11:21:13 AW 5673933 122705 AERELNST 21 Relationship No Perm text Char CRF Record
Events_200 Qualifier to Non- Qualifier
ecode ‘UK’ to "UNKNOWN. Study Treat-
ment
AE AERELNST 21 Relation=zhip to Non- text Perm Char CRF Record 5673929 122705 AEPATT 22 Pattern of No Perm text Char CRF Record *
Study Treatment Cualifier Adverse Qualifier
O Event
AE  AEPATT 22 Pattern of Adverse text Perm | Char CRF Record * 5673928 122705 AEOUT 23 Outcome of Yes Perm text Char 40 CRF Record 18 Recode RAW.AE.AEOUT as follows:
Event 0 Qualifier Adverse Qualifier RECOVERED = RECOVERED/RESOLVED
Event ADVERSE EVENT STILL PRESENT = NOT RE-
COVERED/NOT RESOLVED
AE AEOQUT 23 Outcome of text Perm Char 40 Adverze CRF Record (OUT) Recode RAW AE AFOUT a= follows: IMA2012 1:48:12 PM ADVERSE EVENT RESOLVED WITH SEQUE-
Adver=ze Event E‘-’EHtS_ZDU Qualifier LAE = RECOVERED/RESOLVED WITH SEQUE_
RECOVERED = RECOVEREDVRESOLVED
ADVERSE EVENT STILL PRESENT = NOT LAE
RECOVERED/NOT RESOLVED DEATH = FATAL
AE AESCAN 24 Involves Cancer tent Perm Char 1 CRF Record (NY) 232011 5:04:22 PR ¥ UNKNOWN or UK = UNKNOWN
Record: M < 10f1014 | b M b= | [ 1o Filier | Search Kl m | »
5673934 122705 AESCAN 24 Involves No Perm text Char 1 CRF Record 3
Cancer Qualifier

Why Recreate Lists Again and Again? Links Make Your Database More Efficient and Your Terminology More Controlled.

Th e Va ri a b | e_ | evel m Eta d ata d OES n Ot CO nta i n CO m p I ete CO nt rol Ied IDCTNAMES LISTNAME Ngg.ll)sl;l'- LISTDESCRIPTION EXTENSIBLE LISTCUSTOM | LISTSYNONYM | LISTVERSION NCITYPE LISTNCIPREFTERM LISTPREFTERM I FMTNAME Th e CTN a m ES ta b I e StO res I iSt- | evel
. . . C66769 A scale that defines N Severity/ CDISC SDTM Severity Inten- AESEV AESEV . . .

terminology metadata, but rather contains a link to a controlled the degree or state of Intensity Scae sty Sale for Acdverse Evert metadata, including list name, NCI

terminology list. Controlled terminology information is stored in three e occurrence of an e code, and whether it is extensible.

adverse event. (NCl)

tables (shown at right). Editing of controlled terminology lists is done Controlled terminology is linked to
using popup forms that are shown below. - e 1 the Variables table by IDCTNames.
Notice how the form will allow additions for the extensible list (REL, in
orange), but not for the non-extensible list (AESEV, in blue).

IDCTVALUES IDCTNAMES CVALVALUE CVALCODE CVALSORTORDER CVALCUSTOM NCICODE CVALDEFINITION CVALNCIPREFTERM CVALPREFTERM Th e CTva | u eS ta b I e Sto res a I | te rm S
3 0 C41340 A type of adverse event that interrupts usual Severe Adverse Event SEVERE :
activities of daily living, or significantly affects fo r a I I St u d I eSI W h et h e r fro m a
clinical status, or may require intensive thera-
peutic intervention. standard source or added for a
2 0 C41339 Att\:jpe ‘c::]aztje:?e e\llent thf?ti; usuallyt_allfevti— E/Ioderate Adverse ~ MODERATE pa rtic u | ar St u dy. It iS I i N ked to t h e
® Controlled Terminology Selection “ention. The event Interferes with sual actte
- H i | I | . -
Rho Close ties of daily living, causing discomfort but CTN a m eS ta b | e by I DCTN a m eS . | n
. - poses no significant or permanent risk of harm e . . .
to the research participant. addition to the terms, it contains
CT: AESEV (A scale that defines the degree or state of disease existing in a Edit Description 1 0 C41338 A type of adverse event that is usually tran-  Mild Adverse Event ~ MILD
patient as a result of the occurrence of an adverse event. (MCI)) sient and may require only minimal treatment m eta d ata fl’O m eXte na I sources
A or therapeutic intervention. The event does
UseValue -  SubmissionValue -t | OKtoChange - Mame ~ | SortOrder -t | InputCode not generally interfere with usual activities of (e . g . N CI ) an d d efa u |t VvVa I ues fO r
MILD M AESEV 1 daily living. .
6 1 sort order and input code.
5 1
4 1 .
The structure of the table is one
3 1
MODERATE 2 1 row per term per list—not per

- - study.

SEVERE IDCTUSED IDSTUDY IDCTVALUES USEDCODE USEDSORT

The CTUsed table (left) is the only controlled terminology table that references specific
studies. It contains one row per term used per study—Ilinking to the CTValues table by
IDCTValues and to a study by IDStudy. It also has values of sort order and input code to
override the default values.

Record: 1of3 2 "B Mo Filte Search

Below is a view of the controlled terminology data from all three table for the AE example.

IDCTUS| LIST- CVAL-|CVALSOR-|USED-|USED-|IDCTN(IDCTV| NCILIST- | LISTVER- | LISTCUS- EXTENSI- NCI- CVAL- CVAL-
IDSTUDY ED | NAME CVALVALUE cope | Toroer | cope | sort |ames [aLues! cope SION TOM LISTDESCRIPTION BLE NCITYPE | LISTNCIPREFTERM |LISTPREFTERM| LISTSYNONYM |FMTNAME CODE |cusTom CVALDEFINITION |CVALNCIPREFTERM PREETERM

941 32 AESEV SEVERE 21 C66769 A scale that defines the CDISC SDTM Severity AESEV Severity/Intensity SAESEV C41340 A type of adverse Severe Adverse SEVERE
degree or state of dis- Intensity Scale for Scale for Adverse event that interrupts Event
ease existing.... Adverse Event Ter- Events usual activities....
minology

MODERATE 20 C66769 A scale that defines the CDISC SDTM Severity AESEV Severity/Intensity SAESEV C41339 A type of adverse Moderate Adverse MODER-
degree or state of dis- Intensity Scale for Scale for Adverse event thatis usually  Event ATE
ease.... Adverse Event Ter- Events alleviated with addi-

minology tional specific....
19 C66769 A scale that defines the CDISC SDTM Severity AESEV Severity/Intensity SAESEV C41338 A type of adverse Mild Adverse Event MILD
degree or state of dis- Intensity Scale for Scale for Adverse event that is usually
ease existing.... Adverse Event Ter- Events transient and may....
minology

Controlled Terminology Selection

Close

CT: REL (Relationship) Edit Description

UseValue - | SubmissionValue -t OKtoChange - Mame = | SortOrder -t| InputCode - al

UNKMNOWN ¥ REL 0 99 B UNKNOWN 1Relationship

DEFINITE 1Relationship
PROBABLE 1Relationship

POSSIBLE 1Relationship
UNLIKELY 1Relationship

MOT RELATED NOT RELATED 1Relationship

i " CodeList | Lt
CDISC Announcement Opens  Codetlet =
S —— @CodedValue @ OID
- ege_ o  E tedIt n ————y
New Possibilities: SERSEEEER ekl
| Alias | = @ Name
Define 2.0 Brings New Challenges and @ DataType
. P | butes  ——
PROBABLE Opportu nities.  CodelistItem | attributes @CodedValue i@__s_{‘ff‘_’_r_'_'f'ffﬂi“‘e i
"_@7 532':_: ' @def:Extensible |
In September, CDISC released a draft Define-XML 2.0 Decode | —— TTTT o
T specification. According to CDISC, this draft is a major — —
change in the way SDTM, SEND, and ADaM metadata are Lk ———
transmitted. Among the revisions are changes to how e ——————— — i @Context
controlled terminology is represented. The chart to the  ExternalCodel st | e~
right was created by CDISC and shows the revised ro=—
Recarct 14417 017 iabia fility | Scarch controlled terminology codelist structure in emm e e—
define.xml. | @Context
.CD'SC I @Name I I




