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Common ldentifier VVariables

:STUDYID

Protocol/Study Identifier

CDISsC

:SITEID Or SITENO

Site Identifier Within a Study

CDISC CRF CRF
EDC SITEID SDTM
SITENO SITEID
CRF
EDC
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:SUBJID

Subject Identifier

CDISC CRF CRF
EDC

:USUBJID

CDISC CRF CRF
EDC
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CDISC SITEID INVID

EDC ID/PW
Principal

Investigator

CDISC
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Common Timing Variables

VISIT / VISITNUM
Visit
Visit
CRF Visit Visit
CDIsC
VISDAT
Date of Visit
Visit
Visit
CDISsC CRF
CDISC DDMMMYYYY
2011 5 14 14-MAY-2011
CDASH 3.4. FAQs on Best Practices for
Creating Data Collection Instruments Ref3 Ref4
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VISTIM

' Visit i
Visit
CDISC 1
CDISC HH:MM:SS 24
PM6 5 12 18:05:12
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Adverse Event

| Were any Adverse Events experienced?

CDISC CRF

AEYN SDTMIG AE domain
CRF

EDC
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:AESPID

CDISC CRF

CRF

CRF

SAE

CRF
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:AETERM

Adverse Event

1
2
AE
CDIsC
CRF MedDRA WHO ART
CDASH
:AESTDAT
Start Date
CDASH
08-AUG-2008) Best Practice section
CDISC SDTM- SDTMIG AESTDTC
CDASH 1SO8601
AESTDTC
SDTM 1S08601
2011 5 14 6 5 12 2011-05-14T18:05:12
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CAESTTIM

Start Time

Best Practice section
CDISC
SDTM- SDTMIG AESTDTC
CDASH 1SO8601
AESTDTC
AEENDAT
End Date
CDASH
08-AUG-2008) Best Practice section
CDISC SDTM- SDTMIG AEENDTC
CDASH 1SO8601
AEENDTC
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TAEENTIM

End Time

Best Practice section

CDISC

SDTM-
AEENDTC CDASH
1SO8601

SDTMIG

AEENDTC
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:AEONGO

NO
YES

AEENRF
CDASH

SDTMIG

SDTMIG

AEENRF

CDISC
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:AESEV And/or AETOXGR

Severity
[ Severe
[ Moderate
[ Mild
[ 3 3
[ 2 2
[ 1 1
the adverse drug biologic event
CTCAE
CDISC AESEV AETOXGR CRF
CTCAE

13/123




:AESER

Serious Event No Yes

[ ] [ ]

CDISC
CRF

:AESCONG

Serious Event Type - Congenital Anomaly or Birth Defect

No Yes

[ ] [ ]

CDISC

AESER
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:AESDISAB

Serious Event Type -Persistent or Significant Disability or Incapacity

No Yes

[ ] [ ]

CDISC

AESER

:AESDTH

Serious Event Type — Death

No Yes

[ ] [ ]

CDISC

AESER
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:AESHOSP

Serious Event Type - Initial or Prolonged Hospitalization

No Yes

[ ] [ ]

CDISC

AESER

:AESLIFE

Serious Event Type - Life Threatening

No Yes

[ ] [ ]

CDISC

AESER
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:AESMIE

Serious Event Type - Other Serious or Important Medical Events

No Yes

[ ] [ ]

CDISC
AESER
:AEREL
Relationship to Study Treatment
CDISC
ICH E2B

000
0
O
[
[
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:AEACN

Action Taken with Study Treatment

DOSE INCREASED

DOSE REDUCED

DOSE NOT CHANGED

DRUG INTERRUPTED

DRUG WITHDRAWN

e N e N T e Y
bl bl el e

CDISC CDISC

:AEACNOTH

CDISsC
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:AEOUT

Outcome
[ 1 RECOVERING/RESOLVING
[ 1 RECOVERED/RESOLVED
[ 1 NOT RECOVERED/NOT RESOLVED
[ 1 FATAL

CDISC CDISC

ICH E2B
AEDIS
Adverse Event that Caused Study Discontinuation
No Yes
CDISC

Subject Disposition CRF
Subject Disposition
AE CRF
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Prior and Concomitant Medications

CDISC
SDTM IG CM
:CMSPID
Line
CDISC CRF
CRF
CRF
SAE
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:CMTRT

Medication/Therapy Name

CDISsC
DRUG

ATC
Tylenol with codeine #1

CRF

Tylenol with codeine #3

WHO

ATC
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:CMINGRD

Dolmen

Acetylsalicylic Acid  Ascorbic acid codeine phosphate

CDISsC

WHO DRUG Enhanced format C

Dolmen

Acetylsalicylic Acid, Ascorbic acid, codeine phosphate

Tenoxicam

Dexketoprofen trometamol

Dolmen
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:CMINDC

Indication
CDISC CRF
:CMAENO
AE Line #
CRF
CDISC

SDTMIG CM
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CDISC
SDTMIG CM
:CMDSTXT
Dose
200
200-400
CDISC
SDTM IG CMDOSTXT
SDTM IG CMDOSE
CMDOSTXT
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:CMDOSTOT

CDISC 1
m T T e
[ 1 mg mg
[ 1 ug ug
[ 19 g
[ ] mL mL
[ JL L
mg
CDISC
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:CMDOSFRM

: Dose Form

TABLET

CAPSULE
INJECTION

[ ]
[ ]
[ 1 GRANULE
[ ]
[ ]

PLASTER

CDISC ATC

:CMDOSFRQ

______________________________________________________________________________________________________________________________

CDISC
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:CMROUTE

Route

[ ] ORAL
[ ] INTRAVENOUS
[ ] INTRAMUSCULAR
[ ] SUBCUTANEOUS
[ ] TRANSDERMAL
CDISC
ATC
ATC Anatomical Therapeutical Chemical WHO
Drug Dictionary
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:CMSTDAT

Start Date
CDASH
08-AUG-2008 Best Practice section
CDISC
SDTM SDTMIG CMSTDTC
CDASH
1SO8601
:CMPRIOR
Mark if taken prior to study
1
NO
YES

CDISC
CMSTRF
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:CMSTTIM

Note: If collected, will be used to derive CMSTDTC

Start Time
Best
Practice section
CDISC
SDTM SDTMIG CMSTDTC
CDASH
1SO8601
:CMENDAT
End Date
CDASH
08-AUG-2008 Best Practice section
CDISC
SDTM SDTMIG CMENDTC
CDASH
1SO8601
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:CMONGO

| ] |
s NO s
| YES !
CDISC
CMENRF CMENRF
CMENTIM
End Time
Best
Practice section
CDISC
SDTM SDTMIG CMENDTC
CDASH
1SO8601
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Drug Accountability

:DADDAT

Date Study Treatment Dispensed

CDASH
08-AUG-2008 Best Practice section
CDIsC
SDTM
SDTMIG DADTC CDASH
1SO 8601
GCP Dispense Return
:DATEST
Study Treatment Dispensed or Returned
[ ] Dispensed Amount
[ ] Returned Amount
CDISC DATEST DAORRES
DAORRESU
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:DAORRES

Results of Study Treatment Dispensed or Returned

CDISC
ID
:DAORRESU
Units of Study Treatment Dispensed or Returned
TABLET
CDISC CRF
CRF
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:DARDAT

Date Study Treatment Returned

CDASH
08-AUG-2008 Best Practice section
CDISC
SDTM
SDTMIG DADTC CDASH 1SO 8601
DACAT

CDISC

CRF
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:DASCAT

______________________________________________________________________________________________________________________________

CDISC

CRF
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Demographics

:BRTHDAT

Date of Birth (and time)

CDISsC

BRTHDAT

Additional Information for Sponsors

10

CRF
CRF

la 1d

EDC
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Date of Birth (and time), continued

CDISC
IAB DPA(Data Procection

Authority)
BIRTHDAT 1SO 8601
SDTM BIRTHDTC

CRF
AGE SDTM

Section 5.6.1 Collection of Age vs. Date of Birth Section 3.4.

FAQs on Best Practices for Creating Data Collection Instruments
:BRTHYR

Year of Birth

YYYY 4

CDISsC
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:BRTHMO

Month of Birth

[
JAN DEC ENE DIE (JAN DEz) 1]

CDISC

Section 5.6.1 Collection of Age vs. Date of Birth Section 3.4.

FAQs on Best Practices for Creating Data Collection Instruments
:BRTHDY
Day of Birth
01 31

CDIsC

Section 5.6.1 Collection of Age vs. Date of Birth Section 3.4.

FAQs on Best Practices for Creating Data Collection Instruments
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:BRTHTIM

Best Practice section

CDIsC Time of Birth
Section 5.6.1 Collection of Age vs. Date of Birth Section 3.4.
FAQs on Best Practices for Creating Data Collection Instruments
:AGE
Age
CDISC

SDTM

RFSTDTC

Section 5.6.1 Collection of Age vs. Date of Birth

Visit
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CDISC

CRF

CRF CRF

Section 5.6.1 Collection of Age vs. Date of Birth

:DMDAT

Today's date

CDASH
08-AUG-2008
CDISC Visit
SDTM SDTMIG DMDTC
CDASH 1SO8601

AGE Additional Information for Sponsors
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:SEX

Sex

[ ] [ ]

CDISC
Section 5.6.2 Collecting Sex, Ethnicity and Race
:ETHNIC
Ethnicity
[ ]
HISPANIC OR LATINO
[ ]
NOT HISPANIC OR LATINO
[ ]
unknown
CDISC
FDA 2 <<

FDA
NCI-CDISC

us
MHLW
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:RACE

Note: If multiple races are collected, an alternate sponsor-defined variable structure would be required.

Race
[ ]
AMERICAN INDIAN OR ALASKA NATIVE
1
ASIAN
1
BLACK OR AFRICAN AMERICAN
]
NATIVE HAWAIIAN OR OTHER
PACIFICISLANDER
1
WHITE
FDA“ “ . >
CDISC FDA
_ us
FDA FDA

Health Level Seven

Information Model Structural Vocabulary Table

Reference
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:RACE

Note: If multiple races are collected, an alternate sponsor-defined variable structure would be required.

Race
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Disposition

:EPOCH

Trial Epoch
CRF
““pick-list>” CRF
CDISC CRF
““pick-list>” CRF
EPOCH SDTMIG
Disposition
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:DSDECOD

And

DSTERM

Subject Status

M M~
b b hd b

COMPLETED

PROGRESSIVE DISEASE

LACK OF EFFICACY

ADVERSE EVENT

DEATH

CDISC

DSDECOD

DSDECOD

CRF

DSDECOD=**

Data Collection Field

CRF
DSTERM

DSDECOD
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:DSSTDAT

Date of Completion or Discontinuation

CRF Completion Instruments
CDASH
CRF Completion Instructions
CDASH 08-AUG-2008
Best Practice section
CDIsC CRF Completion Instructions disposition CRF
CRF
CRF
CRF SDTM-
SDTMIG DSSTDTC CDASH
1SO8601 DSSTDTC
CRF
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:DSSTTIM

CRF
CRF
Best Practice section
CDIsC CRF Completion Instructions CRF
CRF CRF
CRF SDTM-
SDTMIG DSSTDTC CDASH
1SO8601
DSSTDTC
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:DSUNBLND

CDISC

:DSCONT

Will the subject continue?

CDISsC
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:DSNEXT

CDISC
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Protocol Deviations

Were there any protocol deviations?

CRF
CDISC CRF
DV CDASH Domain
CRF CRF

:DVTERM And/or DVDECOD

Protocol Deviation Term (text) and or Protocol Deviation Coded Term

CDISC CRF
““Highly Recommended””
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:DVSTDAT

| Start Date
CDASH
08-AUG-2008 Best Practice section
CDISC CRF
SDTM SDTMIG DVSTDTC
CDASH 1SO
8601
DVSTTIM
Note: If collected, will be derived into DVSTDTC.
Start Time :
Best Practice section
CDISC SDTM SDTMIG DVSTDTC
CDASH ISO
8601
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:DVENDAT

08-AUG-2008

CDASH

Best Practice section

CDISC SDTM SDTMIG DVENDTC
CDASH ISO
8601
DVENTIM
Note: If collected, will be derived into DVENDTC.
End Time
Best Practice section
CDISsC SDTM SDTMIG DVENDTC
CDASH ISO
8601
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:DVSPID

CDISC

CRF

CRF
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3
1;
2;
CRF
3;
CRF

CRF

CRF

12 LEAD STANDARD Summary (Mean) 62 BEATS/MIN
Heart Rate

12 LEAD STANDARD | Summary (Mean) 0.15 sec
PR Duration

12 LEAD STANDARD | Summary (Mean) 0.103 sec
QT Duration

12 LEAD STANDARD | Summary (Mean) 0.406 sec

QRS Duration
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<Scenario 1>

:EGPERF

Indicate if ECG was performed

No Yes

[ ] [ ]

CDISC
SDTM
SDTMIG EGSTAT EGPERF
:EGREFID
ECG Reference ID
ID
ID
CDISC ID
uulibD
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:EGMETHOD

12 LEAD STANDARD

CDISC

CRF

12

CRF
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:EGPOS

SITTING
SUPINE
STANDING

Position of the Subject

CRF

CDISC
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:EGDAT

Date of ECG
CDASH
08-AUG-2008 Best Practice section
CDISC Visit
CRF
ECG
Visit
SDTM
SDTMIG EGDTC
CDASH 1SO8601
EGTPT
Planned Time Point
CRF
CDISC
CRF
1 Visit
CRF
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EGTIM

Time of ECG

Practice section

Best

CDISC

1

CRF

CDASH

SDTMIG

ECG

SDT™M
EGDTC
1SO8601
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<Scenario 2>

:EGPERF

Indicate if ECG was performed

No Yes

[ ] [ ]

CDISC
CRF

SDTM

SDTMIG EGSTAT EGPERF
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:EGMETHOD

12 LEAD STANDARD

CDISC

CRF

12

CRF
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| [ 1 SITTING |
| [ 1] SUPINE |
| [ ] STANDING |
CDISC
CRF
cEGDAT
Date of ECG
CDASH
08-AUG-2008 Best Practice section
CDISC
Visit
SDTM SDTMIG
EGDTC CDASH
1SO8601

61/123



:EGTPT

Planned Time Point

CRF
CDISC
CRF
1 Visit
CRF
tEGTIM
Time of ECG
Best
Practice section
CDISC 1 SDTM
SDTMIG EGDTC CDASH
1SO8601
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:EGTEST

Test Name
Summary (Mean) Heart Rate
[ 1PR
Summary (Mean) PR Duration
[ 1QT
Summary (Mean) QT Duration
[ 1QRS
Summary (Mean) QRS Duration
CRF
CDISC
CRF
:EGORRES
Test Result
CDISC
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:EGORRESU

Units
[ 1 BEATS/MIN
[ ] sec
[ ] msec
CRF
CDISC
CRF
:EGCLSIG
Clinical Significance No Yes
[ ] [ ]
CDISC
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<Scenario 3>

:EGPERF

Indicate if ECG was performed

No Yes

CDISC
SDTM
SDTMIG EGSTAT EGPERF
:EGREFID
ECG Reference ID
ID
ID
CDISC ID
UuID
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:EGMETHOD

12

12 LEAD STANDARD

CDISC

CRF

12

CRF

66/123



:EGPOS

SITTING
SUPINE
STANDING

Position of the Subject

CRF

CDISC
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:EGDAT

Date of ECG
CDASH

DD-MMM-YYYY Best Practice section

CDISC
Visit
SDTM
SDTMIG EGDTC
CDASH 1SO8601
EGTPT

Planned Time Point

CRF
CDISC

CRF
1 Visit
CRF
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EGTIM

Time of ECG

Best
Practice section
CDISC 1 SDTM
SDTMIG EGDTC CDASH
1SO8601
:EGTEST
Test Name
Summary (Mean) Heart Rate
[ 1PR
Summary (Mean) PR Duration
[ 1QT
Summary (Mean) QT Duration
[ 1QRS
Summary (Mean) QRS Duration
CRF
CDISC

CRF
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:EGORRES

Test Result

CDISC
:EGORRESU
Units
[ 1 BEATS/MIN
[ ] sec
[ ] msec
CRF
CDISC
CRF
CDISC
Commonly Used
CDISC Controlled Terminology EVS
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:EGCLSIG

Clinical Significance

No

[ ]

Yes

[ ]

CDISsC
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EXxposure

EXSTDAT
Start Date
CDASH
08-AUG-2008 Best Practice section
CDISC
SDTM SDTMIG EXSTDTC
CDASH
1SO8601
EXSTTIM
Note: If collected, will be used to derive EXSTDTC.
Start Time
Best
Practice section
CDISC
SDTM SDTMIG EXSTDTC
CDASH
1SO8601
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:EXENDAT

End Date
CDASH
08-AUG-2008 Best Practice section

CDISC

SDTM SDTMIG EXENDTC

CDASH
1SO8601
EXENTIM

Note: If collected, will be used to derive EXENDTC.

End Time
Best Practice section
CDISC €< i
SDTM SDTMIG EXENDTC
CDASH
1SO8601
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:EXDOSE

Dose Amount

CDISC
1
1
1 1
:EXDOSU
Dose Unit
mg mg
ng mg mg kg
CDISC
1
CRF CRF
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CDISC

Study Treatment Identification Number

EXLOT

EXTRT

Study Treatment Name

CDISC

CRF
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EXDOSADJ

CDISC

CDISC
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:EXDOSFRQ

: Frequency

[ 124 Q24H
[ 12 BID
[ 13 TID
[ 14 QID
[ ] QD

CDISC
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:EXROUTE

Route

e T e B e N I |
bd el bl bd

ORAL

INTRAVENOUS

INTRAMUSCULAR

SUBCUTANEOUS

TRANSDERMAL

CDISC

CRF

CRF
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:EXDOSFRM

Formulation
[ 1 TABLET
[ ] CAPSULE
[ ] GRANULE
[ ] INJECTION
[ ] PLASTER

CDISC

CRF
TEXINTP

CDISC
CRF
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TEXINTPU

Duration of Interruption (including units)

[ 1 MIN

[ ] HOURS
[ ] DAYS
CDISC
EXLOC
Body Location
[ ] SHOULDER

[ ] HIP

CDISC
CRF
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TEXVOLT

CDISC

EXVOLTU

mL mL
mL
CDISC mL
EXFLRT
| Flow Rate
10mL “€107~

CDISC 1
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EXFLRTU

mL mL min
mL
CDIsC mL
EXTPT
Planned Time Point
5
CDIsC 5
CRF
CRF
:EXMEDCMP
Did subject complete full course of study med?
No Yes

CDISC

CRF eCRF

82/123



:EXPDOSE

CDISC
EXDOSE
:EXPDOSEU
Planned Dose Units
mg  mg
ng mg mg kg
CDISC
EXDOSE £ 77
EXDOSEU
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Inclusion / Exclusion Criteria Not Met

HEYN

Met All Eligibility Criteria?

No

[ ]

Yes

[ ]

CDISC
“ i IEORRES
CRF
IETESTCD

Criterion Identifier

IEYN - & 9

CRF

EDC

CDISC CRF
CRF CDASH
CRF
2 3
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(IETEST

Criterion
EDC
CDISC EDC EDC eCRF
CRF CRF
EDC
CRF CRF
IECAT
Inclusion or Exclusion?
Inclusion Exclusion
CDISC SDTMIG |IE
IECAT
CRF
ID 101 EO1)
Trial Inclusion (T1)
IETESTCD ID
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3
1;
CRF
2;
CRF
3;
CRF

CRF

CHEMISTRY Albumin 30 g/L
CHEMISTRY Alkaline Phosphatase 398 1U/L
HEMATOLOGY Leukocytes 5.9 1079/L
HEMATOLOGY Lymphocytes 6.7 %

86/123



<Scenario 1>

:LBPERF

Lab Status

No Yes

[ ] [ ]

CDISsC

:LBDAT

Date of Collection

CDASH
08-AUG-2008
Best Practice Recommendations
CDISC Visit
SDTM SDTMIG LBDTC
CDASH 1SO 8601
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LBTIM

Note: If collected  will be used to derived LBDTC.

Time of Collection

Best Practice Recommendations

CDISsC 1

CDASH

SDTM SDTMIG

LBDTC
1SO 8601

:LBCAT LBSCAT

Panel Name

CRF

CDISC

CRF

LBTPT

Planned Time Point

CRF

CDISC
CRF

CRF
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:LBCOND

Protocol-defined testing conditions met

CDISC “
77 CRF
SDTM SDTMIG LBFAST
LBCOND
:LBREFID

Accession Number

CDISC

Specimen ID
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<Scenario 2>

:LBPERF

Lab Status

No Yes

[ ] [ ]

CDISsC

:LBDAT

Date of Collection

CDASH
08-AUG-2008
Best Practice Recommendations
CDISC Visit
SDTM SDTMIG LBDTC
CDASH 1SO 8601
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LBTIM

Note: If collected  will be used to derived LBDTC.

Time of Collection

Best Practice Recommendations

CDISC 1
SDTM SDTMIG
CDASH

LBDTC
1SO 8601

:LBCAT LBSCAT

Panel Name
CRF
CDISC
LBTPT
Planned Time Point
CRF
CDISC
CRF
CRF
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:LBCOND

Protocol-defined testing conditions met

CDISC “<
7z CRF
SDTM SDTMIG LBFAST
LBCOND
:LBSPCCND
Sample Status
CDISC
LBTEST
Test Name
Bilirubin
CRF
CDISC CRF
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:LBORRES

Test Result

CDISsC

:LBORRESU

Units

CRF

CDISC

CRF
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:LBORNRLO

Reference Range Lower Limit Numeric Value

CDISC LBORNRLO LBORNRHI LBSTNRC

SDTMIG

:LBORNRHI

Reference Range Upper Limit Numeric Value

CDISC LBORNRLO LBORNRHI LBSTNRC

SDTMIG
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:LBSTNRC

Reference Range for Character Results in Standard Units

CDISC LBORNRLO LBORNRHI LBSTNRC

SDTMIG

cc 33 ce 3> ““NEGATIVE”” <““TRACE”~

:LBNRIND

Abnormal Flag

CDISC
CRF

High Low Abnormal
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:LBCLSIG

Clinical Significance

CDISC CRF
:LBNAM
Lab Name
CDISC CRF
LAB ID
:LBREFID

Accession Number

CDISC
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<Scenario 3>

:LBPERF

Lab Status

No Yes

[ ] [ ]

CDISsC

:LBDAT

Date of Collection

CDASH
08-AUG-2008
Best Practice Recommendations
CDISC Visit
SDTM SDTMIG LBDTC
CDASH 1SO 8601
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LBTIM

Note: If collected  will be used to derived LBDTC.

Time of Collection

CDISsC

SDTM
CDASH

SDTMIG

LBDTC
1SO 8601

:LBCAT LBSCAT

Panel Name

CRF

CDISC

LBTPT

Planned Time Point

CRF

CDISC

CRF

CRF
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:LBCOND

Protocol-defined testing conditions met

CDISsC

77 CRF

SDTM SDTMIG LBFAST
LBCOND

LBTEST

Test Name

Bilirubin

CRF

CDISsC

CRF

:LBORRES

Test Result

CDISC
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:LBCLSIG

Clinical Significance

CDISsC

:LBREFID

Accession Number

CDISsC

100/123




Medical History

______________________________________________________________________________________________________________________________

CDISC MHYN SDTMIG MH
CRF
:MHSPID
» Pre-printed row number (e.g., 1, 2, 3)
1 2 3
CDISC
MHSPID
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:MHCAT

Type of Medical History being collected

CDISsC

MHSCAT

MHCAT

MHCAT

CRF
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:MHSCAT

Category of Medical History being collected

CRF

€€123~~

€€123~~

CRF

““cardiovascular®”

CRF

““cardiovascular®”

» ““cardiovascular®”

CDISsC

‘:12311

MHSCAT

MHCAT

26

CRF

MedDRA  SOC
CRF
MedDRA SOC MHBODSYS

“€123”~ ““cardiovascular?”

MHSCAT

MHCAT
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:MHTERM

Reported Term
1 1
CDISC VNS
CRF
: MHONGO
Ongoing?
No Yes
CDISC MHONGO SDTMIG MH
MHENRTPT
Visit MHDAT MHENTPT
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:MHCTRL

———————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————

______________________________________________________________________________________________________________________________

CDISC MHCTRL SDTMIG MH
SUPPMH SDTM
CDASH V1.0 MHCTRL CDISsC
MHONGO CDASH Ver.1.1
CDASH Ver.1.1
:MHOCCUR

Pre-printed prompt for a specific condition/surgery

(e.g. Does the subject have high blood pressure?)

CDISC

MHOCCUR CRF
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MHSTDAT

: Onset Date
CDASH 22-AUG-2008)
Best Practice Recommendations
CDISC
SDTM
SDTMIG MHSTDTC CDASH
1SO8601
MHENDAT
End Date
CDASH 22-AUG-2008)
Best Practice Recommendations
CDISC
SDTM
SDTMIG MHENDTC CDASH
1SO8601
MHDAT
Completion Date
CDASH 22-AUG-2008)

Best Practice Recommendations

CDISC

CRF
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PE
Domain Team 3
A (Traditional Methods)
B
(Traditional Methods)
C

(Best Practice)

Head NORMAL -

Respiratory NOT DONE -

Skin ABNORMAL ALLERGIC REACTION
Cardiovascular ABNORMAL HEART MURMUR
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<Best Practice Approach>

Was the Physical Examination Performed?

CDISC
CRF
CRF
CRF
CRF
CRF CRF
PEDAT

Date of Examination

CDASH 08-AUG-2008

Best Practice section

CDISC

SDTM SDTMIG PEDTC

CDASH 1SO 8601
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PETIM

Note: If collected, will be used to derive PEDTC.

Best Practice section

CDISC

SDTM
CDASH

SDTMIG PEDTC
ISO 8601
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<Traditional Approach>

Was the Physical Examination Performed?

CDISC CRF
SDTMIG PESTAT
PESTAT null
PERES
PEDAT
Date of Examination
CDASH 08-AUG-2008
Best Practice section
CDISC
SDTM SDTMIG PEDTC
CDASH 1SO 8601
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PETIM

Note. If collected  will be used to derive PEDTC.

Best Practice section

CDISC SDTM SDTMIG PEDTC
CDASH 1SO 8601
:PESPID
Sponsor-Defined Identifier
ID
CDISC CRF ID
:PETEST
Body System Examined
SKIN
CDISC CRF
1
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:PERES

Examination Result

[ 1 NORMAL
[ 1 ABNORMAL
[ ] NOT DONE
CDISC CRF
SDTMIG PEORRES
NORMAL
PEORRES Null PESTAT Not Done
PEORRES
CDASH PERES PEDESC
SDTMIG PEORRES
:PEDESC
Abnormal Findings
CDISC PEORRES
CDASH PERES PEDESC
SDTMIG PEORRES
SDTM PEORRES Normal

Abnormal
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:PECLSIG

CDISC

CRF

:PEEVAL

CDISC

Null
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Subject Characteristics

SCTEST SCORRES
Gestational Age at Birth aaa
Childbearing Potential bbb
Education cce
Sub-study Participation ddd
:SCTEST

Subject Characteristic Question

Skin Classification

CDISC CRF

:SCORRES

Subject Characteristic Answer/Result

CDISC
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Substance Use

CIGARETTES TOBACCO 2 PACK
CIGARS TOBACCO 1 PACK
COFFEE CAFFEINE 1 CUP
TEA CAFFEINE 2 CUP
'SUTRT
Type of substance used?
CIGARETTES
CDISC
CRF
SUCAT “* *? SUTRT “¢ z”
CRF SUTRT “*
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:SUNCF

Substance Use?

[ NEVER
[ CURRENT
[ FORMER
CDISC SuU CDASH Domain “
NEVER > «*
CURRENT > «* FORMER
““NEVER’”> ““CURRENT”” “*FORMER’” 3
3 3
SDTMIG su
CDASH Domain SUNCF
SUNCF  SDTM
SUPPSU
““NEVER”” SUOCCUR  “*N”” ““CURRENT””

““FORMER?”

SUOCCUR ““Y=>
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TOBACCO i

CDISC
CRF
SUCAT =~ 7 SUTRT “* i
CRF SUTRT *= =~
:SUDOSTXT
 Amount
[ ] 1 1 packs
[ ] 2 2 packs
[ ] 3 3 packs
CDISC CRF
CDASH Definition ““(packs)’> << (ounces)’”

SUDOSU
SUDOSE
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:SUDOSU

| Unit |
[ ] mL mL
[ 19 g
CDISC CRF
:SUDOSFRQ
| Frequency
[ ] QD
[ ]1 QoD
[ 12 BIS
CDISC CRF
:SUSTDAT
iStart Date
CDASH 08-AUG-2008)
Best Practice Recommendations
CDISC
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:SUENDAT

\ End Date
08-AUG-2008)
Best Practice Recommendations
CDISC
: SUCDUR
Duration
CDISC SUSTDTC SUENDTC CRF
CRF
CRF
SDTMIG SUDUR CDASH
: SUCDURU
Unit for Duration
DAYS
CDISC SUSTDTC SUENDTC CRF
CRF
CRF
SDTMIG SUDUR CDASH
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Vital Signs

VSTEST VSORRES VSORRESU VSPOS
Systolic Blood Pressure 154 mmHg SITTING
Diastolic Blood Pressure 44 mmHg SITTING
Pulse Rate 72 bpm SITTING
Temperature 34.7 C
:VSDAT
Date of Measurements
CDASH 08-AUG-2008
Best Practice section
CDISC Visit
SDTM
SDTMIG VSDTC CDASH
1SO8601
S VSTIM

Note: If collected  will be used to derive VSDTC.

Time of Vital Sign Measurements

Best Practice section

CDISC SDTM
CDASH

SDTMIG VSDTC
1SO8601
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:VSSPID

CDISC

CRF

VSTPT

Planned Time Point

CDISC

1

Visit CRF

CRF

VSTEST

Vital Sign Test Name

Systolic Blood Pressure

CRF

CDISC

CRF
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'VSSTAT

Vitals Status

Not Done

[ ]

CRF
CDISC CRF
VSSTAT
VSORRES
VSSTAT CRF
VSSTAT
VSORRES
VSSTAT
:VSORRES
Vital Sign Test Result or Finding
CDISC
'VSORRESU
Original Units
mmHg Hg
CRF
CDISC CRF
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:VSCLSIG

CDISC CRF

Right Arm
CRF
CDISC CRF
:VSPOS

Position of Subject
[ 1 SUPINE
[ ] SITTING
[ ] STANDING

CDISC CRF

123/123



