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Subject ID:

I"|U|ﬁ|5”[ SUBJID |

=

Were Any Adverse Events Experienced?

NrJ

AEYN

| (Nof Submitted]

D Yes - (please complete the form)

Adverse Event - f,r:n'ELTsE use precise medical terminology)

[AETERM ]
Start Date and Time | AESTDAT
L gy | Cassmre

Day Month Year
SDTM
USUBJID AETERM |AESTDTC |AEENDTC
2006-34-1022 [HEADACHE [2006-10-14 [2006-10-20
2006-34-1022 |RASH 2006-10-14 [2006-10-21
2006-34-1024 [JIRED 2006-09-24 (2006-09
2006-34-1024 [HEADACHE [2006-09-24 [2006-09-24

iR 5 2

SDTM

Show me the data, not
lack of data

JREE

[

CDASH

Absence of evidence is
not evidence of
absence: must check
that missing data is
missing

SDTM assumes that if there is no record then nothing
happened. This only works if the data was checked in data
capture, which requires a guestion and record (e.g., Were
there any AES?)
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SDTM CDASH
SDTM P S T,
USUBJID [HOTERM HOSTDTC|[HODUR GRS **ﬂl’f'
ABC1201 |Hospitalization 2011-08-Od‘P6H Dates/Times: 1ISO Drf]lt)erse/-{/grr]izz.l ezsor
CDASH 8601, 1 Variable, DD- MM-YYYY’
SUBJID [HOTERM HOSTDAT  [HOCDUR HOCDURU YYYY-MM- HHMM:SS ’
1201  |Hospitalization [06-AUG-2011{6 HOURS DDThh:mm:ss e
=y Duration: 1 month,
| Duration: PIM3D e
HOSPITALIZATION (THOTERM | HO ays
Was the subject hospitalized during this study? Jﬁ IE;
[ [Not Submitted)
E Yes [f “Yes,” please complete the following: - .
[ HOSTDAT ] SDTMEF' &mi'fﬁﬂq?*ﬂ: —_h;’—El/H: Eb ’ QDE
Admission Date: | o) ¢| A| U] G|2|O|2 1| [ HOSTDTC | HZET S - WTHENERRAEE - B AT
ﬁ;ﬂﬂmh TZDGDURU ] ﬂ*&”&%ﬁﬁq_%)jﬁﬁ.jr A'ﬂ]{-_tﬁﬁ K/\\\/L,\ E/JT
Duration of Hospitalization: N._.ffber ::::5 -LE%#Q }E ngﬁ%%jB%El = °
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Demographics (Domain =DM )
Birth Date
.‘I.|5 D|E|G .‘I.|C:‘|4-|8
D=y Month Year _ S DT M C DAS H
Sex
[ wa > DM CDASH
O &
Ol &1 CRFIALEHIE -
[] wnite Q*ELZ‘ZEE-T}Q/E\@}LE‘ZL#?T?H ZEE EE _E”&${+Q\ %I
[ steck LB HIREF g MA—TEIFEZR
D Other, (please specify) ) iﬁﬁ?ﬁéﬂ Z/D\ ~
Reproductive Status (if female) LDomain m——— r\
E Premenarchal J
D Postmenarchal RPTEE?g[?Efﬂg:gnSTAT >- RP CDASH
D Postmenopausal ;"Eﬁggsf:l}' %EEE
=
DM SDTM
USUBJID _ TSUBJID TBRTHDTC  TSEX |RACE Each CRF should have the data_that mal_<es sense to
ABC1201 |01 1948-12-13 (M |WHITE collect together. Per CDASH, this can mix domains if
ABC1202 |02 1955-03-22 |[M  |BLACK standard variable names are used, and in the end the
RP SDTM data appear in the right domains.
USUBJID |RPTESTCD |RPORRES RPSTRESC
ABC1201 MENOSTAT |Premenarchal|Premenarchal | } | | SDTM, data MUST appear only in the correct domain.
BC1201 [NUMLIV |2 2




e N
=t CF\:II:milton Depression Scale 21 ltems (HAM-D21) 7 K :IZ *’] LVS =Z N - -"‘n *l]

1. DEPRESSED MOOD (Sadness, hopeless, | 4. INSOMNIA EARLY [ HAMD104 ]
help- . .
. DAbsemp [ HAM D101 , UENO difficulty falling asleep S DT M C DAS H
1 Complains of occasionally difficulty falling asleep
1 DThese feeling states indicated only on questioning . . . .
ZD Complains of nightly difficulty falling asleep _I_ S NE=
2 I_I Thes e feeling states spontaneocusly reported verbally E EJ.) 53 E/J ,ﬁ'ﬁz TE a J//i = 7J<
3 OSORRES when o nsownamooc HAMDI0S RIMERNEIRE N INE THEH LEFE
) QSTESTC(:CI:DDTAgﬁI)VIDlOl ‘IDC:mIPIa:::)fbeing restless and disturbed ;i)b >B{bE/J ¢§fbj5%”2 :)I_“J'\L_tﬁ g ’E’E/J 155“% o
. . A _ == 2. /.
HAMD].O]. 2DWak|ng during night - any getting out of bed rates 2 ‘) Eé;*@ [ —|—/_\EE,£ SDTM CTT%?/TR
e e e e u H o
coasH ) . #dn 4 FICRFRIIZ TR
sSuBJID HAMD101 |HAMD104 HAMD105
No difficulty falling -
1 Absent asleep No difficulty J? }EEI
/N
;’ SDIM <
USUBJ |QSTESTC | QSTEST |QSORR|QSSTR In normalized data, each test is on a different record
'2224 5AMD101 — /'fbs : (')ESC and may need different controlled terms, called
- - sen ‘@ " - I
e —— Depressed value-level metadata,” which cannot be modeled in
Mood most data capture systems; some EDC systems can't
2324- |HAMD104  |HAMD1- |No 0 handle normalized data at all
P0O001 Insomnia | difficulty
Early - falling
Early Night | asleep /




TTHREAR

CDASH Metadata

Data

Collection | CDASHIG

Scenario

Variable

ﬂQuestion

CRF

DatajCompletion

Text [PrompyT ellnstructions

SDTM Metadata

SDTM CDASH
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kAt 157

11l

JF 18

Variable
Name

Variable
Label

Controlled Terms
Codelist or
Format

‘Role‘
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TiEEHANTS = SDTM CDASH

HRETESFEERMRE .
Exposure as Collected EC CRF &S Bl LALT & HH sk RED SN
- 1 ’ BETFTFEEX - 4
{550 : USUBJID, 5 - EiD
Exposure EC STRESC/STRESN, E.CDOSE :
Li;E Dase Dose Frequency Dosing Time Period EXDOSE
I EcDsTXT ZTSETDSE’T l
) [Jem | | | JRIE
| | DT'D Day Morth Year USUBJIDT k\%_\_qu F:l u& E/J
Capsules — . End Date T — RHEA /\\2)\7?5 —ay
ECDOSFRQ | | NN e —
[Ecpbosu | ) J  ((ECENDAT] | | STF_QESCﬂ]STRESN?:T:—;ﬁUEéCEI”%EW%"%E’\JZ*%&H
Dray Morth Year T*ZR{': ; Eiﬂ%ﬁﬁ%i1 EE”%%?’EEHTJ ’ Z'_LHAE%D;E
BITHNAZEER -
SDTMEEXTIFRHEFEEIHFLEHATER ; CDASH
FTEXIEENAEBHIEIRE -
USUBJId’EXTRT EXDOSE EXDOSU EIEXDOSFRQ EXSTDTC EXENDTC
ABClZOlI BestDrug [350 mg EllD __ [2011-08-06[2011-09-01
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