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Agenda FMD

* Database design basics
— DB design process
— Form structures VS. Dataset Num

* How datasets are generated
— [tem Attributes VS. SAS variable
— Database underlying table structures
— Dataset generation

e Dataset common & extra variables
— Common Variables
— Extra variables



DB design process

FMD

e Codelist

e Codelist
values

e Attributes
e Codelists
e Coding

e Events
e Attributes

\ J

e Forms
e Repeating

e |[tems
e Repeating

e [temGroups
e Repeating




DB design process
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Different ltemGroup structures FMD
* Non-repeat (single-repeat)

* Repeat

* Repeat with default values



Different ltemGroup structures

* Non-repeat (single-repeat)
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Different ItemGroup structures FMD

* Repeat
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Different ltemGroup structures

* Repeat with default values
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Form structure VS. Dataset Num FMD

Non-repeat
only

Repeat only 1

Non-repeat+ 1 Merged Non-repeat with Repeat in two ways:
Repeat 1). Non-repeat value display as Record O
2). Non-repeat value displays in each record

2 All non-repeat item groups as one dataset
Each repeat item group as one dataset

Note: Form with minor differ(Subsets) may have more datasets per different
EDC systems



How datasets are generated FMD

— [tem Attributes VS. SAS Variable
— Database underlying table structures
— Dataset generation



Item Attributes VS. SAS Variable FMD

Items (In database) Variables (SAS Dataset)

ltem Name Variable Name
Data Type Format
Char, Integer, Float, Datetime, Boolean
Length
Precision
Iltem label Label
SAS Var Name Variable Name
SAS Format Format

SAS Label SAS Label

11



Database underlying table structures

* Horizon (SDTM like)
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Database underlying table structures

* Vertical (One datapoint per line)

£ paTIENT |4t cLin PLan EVE M. |4t namE |4 suBsET |4 REPEAT Sn |4t oUESTION MamE |4 valUE TEXT

|5.'¢ EXCEPTION VALUE TEXT |

FMD

1 82001 CYCLE1D1 PE V1 1 1 PETEST == Wil (null)
282001 CYCLE1D1 PE V1 1 1 PEORRES AN (null)
382001 CYCLELIDL PE V1 1 1 PEDESC (null) (null)
4 32001 CYCLE1D1 PE V1 1 2 PETEST W E (null)
S 82001 CYCLE1D1l PE V1 1 2 PEORRES IS (null)
6 52001 CYCLE1D1 PE V1 1 2 PEDESC {(null) (null)
7 82001 CYCLE1D1 PE_ V1 1 3 PETEST Sy @ (null)
8 2001 CYCLE1D1 PE V1 1 3 PEORRES AN (null)
9 g2001 CYCLE1D1 PE V1 1 3 PEDESC (null) (null)
5200 CYCLEIDT PE V1 T ZPETEST B2 i Wz (null)
11 g2001 CYCLE1D1 PE V1 1 4 PEORRES IS (null)
12 52001 CYCLE1D1 PE V1 1 4 PEDESC (null) (null)
13 82001 CYCLE1D1 PE V1 1 S PETEST AR 0 B (null)
14 52001 CYCLE1D1 PE V1 1 5 PEORRES AN (null)
15 32001 CYCLE1D1 PE V1 1 5 PEDESC (null) (null)
b SZ2U0UL CYCLELDL HE:V.L L b PELE S HERRAGR (null)
17 g2001 CYCLE1D1 PE V1 1 & PEORRES IS (null)
18 52001 CYCLE1D1 PE V1 1 6 PEDESC (null) (null)

13
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'IEW CD1SCARTSSTABLE.PEPE2 AS

SELECT RDCM.SITE INVSITE,

RDCM.INVESTIGATOR INV,

RDCM.PATIENT PT,

RDCM.CLIN PLAN EVE NAME CPEVENT,

RDCM.VISIT NUMBER VISIT NUMBER,

to_number (RDCM.VISIT NUMBER

[re.r

| | ltrim(TO_CHAR (RDCM.SUBEVENT NUMBER, '09'))) ACTEVENT,

RDCM.SUBEVENT NUMBER SUBEVENT NUMBER,

RDCM.DOCUMENT NUMBER DOCNUM,

DCMS .NAME DCMNAME,

DCMS.DCM SUBSET_ SN SUBSETSN,

RDCM.QUALTIFYING VALUE QUALIFYING VALUE,

RDCM.LAST DATA CHANGE TS LSTCHGTS,

R.REPEAT SN REPEATSN,

“( DECODE (r.dcm question id, )1, SUBSTRB (R.VALUE TEXT, 1,200),NULL)) PETEST,
“( DECODE (r.dcm_question_id, )1, SUBSTRB (DVG_VAL (10701, 'DVG_LONG_VALUE', R.VALUE TEXT,-1,-1,NULL, -1),1,199),NULL)) PETEST DLV,
\Y ( DECODE (r.dcm_question id, )1, NVL (R.EXCEPTION VALUE TEXT, R.VALUE TEXT),NULL)) PETEST FUL,
\Y ( DECODE (r.dcm_gquestion id, )1, SUBSTRB (R.VALUE TEXT, 1,30),NULL)) PEORRES,
“( DECODE (r.dcm question id, )1, SUBSTRB (DVG_VAL (5701, 'DVG_LONG VALUE', R.VALUE TEXT,-1,-1,NULL, -1),1,199),NULL)) PEORRES DLV,
“( DECODE (r.dcm_question_id, )1,NVL (R.EXCEPTION VALUE TEXT, R.VALUE TEXT),NULL)) PEORRES_ FUL,
\Y ( DECODE (r.decm_question_id, 1, SUBSTRB (R.VALUE_TEXT, 1,200),NULL)) PEDESC,
AY. ( DECODE (r.dcm question id, 623301,NVL(R.EXCEPTION VALUE TEXT, R.VALUE TEXT),NULL)) PEDESC FUL

rdcms_view rdcm,
dcms,
responses_view r
rdem.clinical study id
r.received dcm_id

18001
rdcm.received dcm_id

r.response_entry ts <= rdcm.as_of ts
r.end ts > rdcm.as_of ts
2 dcms.dcm_subset _sn = rdcm.dcm_subset _sn
B dcms.dcm _layout sn =1

((dcms.dcm_id =
rdcm.dcm_id =
r.dcm _question group id
>ROUT '"CD1SCART"
|| NULL,
RDCM.SITE,




Database underlying table structures FMD

e Vertical to Horizon (Views)
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Dataset generation FMD

* From tables (Views) to SAS dataset

1

’,-" Fepeteteoteobeobobobeobeoboboteoteoteotetetebsbok Vi e DT destesteseobeobeobeobeobeateateatesteste e e sfesfespesfeofeobe ket .'/

2Eproc sql;

3

CO = O O W
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28

connect to odbe(dsn=0CPROD1 uid=nnrasl pwd=xxx);

create table result.DM as select Variable Name
STUDY label="Clinical Study format $15. Label

, INVSITE label="Site’ format $10.

,INV label="Investigator format $10. FOrmat

,PT label="Patient’ format $10.

,CPEVENT label="CPE Name’ format $20.

, VISIT_NUMBER as VISITNUM label="Visit Number’ format 10.

, SUBEVENT _NUMBER as SUBEVENT label="Sub Event’ format 10.

,QUALIFYING VALUE as QUALIFYV label="Qualifying Value' format $70.

,REPEATSN label="Repeat # format 3.

, BRTHDAT label=" B4 HES format $8.

,AGE label=" F° format 2.

, AGEU label="FB 8" format $60.

, SEX label="ft5I" format $30.

, AGED label="Derived Age’ format 4.1

,RACE 1abel='Race’ format $30. |

, RACEOTH label="0ther Race’ format $200.

,HEIGHT label="Height® format 8.

,HEIGHTU label="Unit of height’ format §30.

L,WEIGHT label="Weight® format 9.2

,WEIGHTU label="Unit of weight’ format §30.

from commection to odbe (

SELECT * FROM ASAP$CURRENT.DM order by pt, visit_number, subevent number, qualifying value, repeatsn) ;
disconnect from odbc; 16
quit;



Dataset common & extra variables

e Common Variables

____________|oc/RoC Rave ____lmfom

Study Name

Site Name
Investigator Name
Subject ID

Event Name

Event RepeatNo

Form Name

Form RepeatNo
ltemGroup Name
ltemGroup RepeatNo

ltem Name

STUDY
INVSITE
INV

PT

CPENAME

DCMNAME
SUBEVENT
QUESTIONGROUP

Project
Site

Subject

InstanceName

InstanceRepeatNum
ber

DataPageName

PageRepeatNumber

FMD

SITENAME

SUBJECTNUMBERST
R

VISITMNEMONIC
VISITINDEX

FORMMNEMONIC
FORMINDEX



Extra Variables

* OC/RDC

3l [2em | e | skt
Aa STUDY BN 11 $15.
Aa INVSITE pTN 10 $10.
AaINV pT N 10 $10.
AaPT pY N 10 $10.
Aa CPEVENT WA 20 $20.
& VISITHIM #= 8 10.
& SUBEVENT #= 8 10.
Aa QUALIFYV WA 70 $70.
& REPEATSN #= 8 3.
. INTHO Fi= g 1.
AaINTNO_FUL WA 200 $200.
AaCMTRTCH WA 200 $200.
Aa CMTRTCH_FUL A 200 $200.
AaCHROUTE WA 200 $200.
Aa CMROUTE_FUL WA 200 $200.
Aa CHROUDTH WA 200 $200.
Aa CMROUDTH_FUL WA 200 $200.
Aa CMINDC WA 200 $200.
AaCHINDC_FUL WA 200 $200.
AaCMSTDAT pTiN 8 $8.
AaCMSTDAT_FUL WA 200 $200.
Aa CHONGD WA 6 $6.
Aa CMONGO_FUL WA 200 $200.
Aa CHENDAT A 8 $8.
Aa CMENDAT_FUL WA 200 $200.

FMD

°* |tem
— Conform data

* |ltem_ FUL

— Raw data (including non-
conform data)

* |tem_DLV
— Codelist label



Extra Variables

e Rave (Regular)
5142 |*ﬁ|ﬁ§|ﬁ;ﬁg

AaDataPageName
& PageRepeatNumber
W RecordDate
& RecordIld
& RecordPosition
& MinCreated
& MaxUpdated
& SavelS
& ICDAT
A\ICDAT RAW

+. ICDAT_INT
'fr’.ﬁ ICDAT_YYYY
& ICDAT_MH
& ICDAT_DD

AaICYN
‘:,’.: ICYN_STD #H= 8 1.

+ BRTHDAT = S DATETIM. ..
AABRT}{D;\T RAY A& 30 $20.
& BRTHDAT _INT = 8 DATETIM. ..
& BRTHDAT_YYYY #= 8 4.
& BRTHDAT _MM #Hi= 8 2.
& BRTHDAT_DD #Hi= 8 2.
& AGE ;ﬁ[? g 3.
Aa AGE_RAW W 12 $8.
AaRACE TN 6 $4.
& RACE_STD #= 8 1.
AaRACEOTH 4 600 $400.
AaSEX NE 3 $2.
W SEX_STD #Hi= g3 1.
AaCEPYN N 3 %2
¥ CBPYN_STD #= g 1.
2 HEIGHT F= 8 3.

FMD

ltem
— Conform data

ltem_RAW

— Raw data
— Applies to Num & Datetime

ltem_STD

— Codelist coded value
— Applies to Text with codelist

19



Extra Variables

e Inform

e | 28| 72 | setitast |
& CD_COUNT = 8

& CREATEDBYUSERID Fi= ]

7 CREATEDDATETIME #= 8 DATETIM. ..
Aa DELETED N 4 $4.

Aa DELETEDFORM BTN 4 $4.
DoV = 8 DATETIM. ..
& FIRSTDATATIME = S DATETIM. ..
Aa FORMCOMMENTTEXT AL 4000 $4000.
& FORMID = 8

& FORMINDEX = 8

Aa FORMMNEMONIC W& 80 $s0.

' FORMREY = 8

& TTMAGE = 8

Aa ITHAGE_ND WA 256 $256.

& TTMBMI = 8

Aa ITMENI_ND WA 256 $256.
AaITHENI_U WA 36 $36.

& ITTMBRTHDTC = 8 DATETIM. ..
Aa ITMBRTHDTC_DTS WE T8 $76.

Aa ITMERTHDTC_ND WA 256 $256.

Aa ITMFEOTHSF WA 800 $800.

Aa ITMFESF WA 136 $136.

W TTMFESP_C = 8

Aa ITMFESTAT WA 112 $112.

& ITMFESTAT_C = 8

& TTMHEIGHT = 8

Aa ITHHEIGHT _ND WA 256 $256.

Aa ITMHEIGHT U WA 36 $36.

Aa ITMRACE WA 56 $56.

3 ITMRACE_C

ltem
— Iltem data

ltem_ND

FMD

— Intentionally marked blank

ltem_ C
— Codelist coded value

ltem_U

— [tem unit

20
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