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¢ Guidance for Industry, Providing Regulatory
Submissions in Electronic Format — General
Considerations. I T2.

- ¢ Guidancefor Industry, Providing Regulatory

Submissions in Electronic Format — NDAS. I T3.

¢ Guidance for industry, Providing Regulatory
Submissions to the Center for Biologics
Evaluation in Electronic Format — Biologics
Marketing Applications.
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CDISC

Working
Team

ODM

@ | SDS

ADaM

LAB

Central Lab.

TAP

EDU

OIS




SDM

Dataset Name

Description

DEMO

Demographics and subject
characteristics

AE

Adverse Event

CONMEDS

Concomitant Medication

DISPOSIT

Disposition

ECG

ECG

EXPOSE

Drug Exposure

CHEM

Labs-Chemistry

HEMAT

Labs-Hematology

URINE

Labs-Urinalysis

MEDHIST

Medical history

PE

Physical Examination

VITALS

Vital Signs




IDEMO wpt, Demographics. VWersion 20, Dotolbaer 22, 20049, O recaord per subject, SRT
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ONE PROC AWAY

proc phreg
data=s.survival(where=(s_pp

eq ));
model ttp*ttpcnsr(l)=trtcd/rl;

run,;
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CDISC Clinical Data Connectathon

PROTOCOL MUREER WISIT IO
1j4|3]-jof2] [ | | ]| | | |[AE| | |
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Imafrucisons: List one continuous Sdverse Event per box and complete all fields when ame of the followng oocours:

the severily incresses, the event resolves or the patient terminates from the study .

Advwerse Event Descripticn AE Starl Date {mmddaiyyyy]

LI | |

Adverse
Events

CRF PAGE D

| | [|aE] | |1 ]|

a1

5 il Threen

SEVERITY:
{21 Mo (] Sewere

(3 ivisd

ACTION TAKEN REGARDIMG STUDY DRLIG:

) Redumed

-

2 el )

I'-_'l el l'-_l To i ] PSS |

AF Stop Oate (menidofyyyyl

RELATIONSHIP TO STUDY DRUG:

[ orms | ey

HRLERE | |

Pommbles ) Pecbele

ACTIONS TAKEN REGARDING PATIENT CARE:

(m 0 araa e e 11 el B MRS LR T

i Cmsa

ADVERSE EVENT QOUTCOME:

101 Resoiesss. 57 g BAs0R 12 T ing,

Advarse Event Description

AE Start Dale (mmiddiyyy) | v ey

! | i.I'. | | | D) v {7 Mockasma

ACTION TAKEN REGARDIMNG STUDY DRLIG:

|':| s |:I Joonir el e T |?lltn-lu =i : rirtasks:

AE Stop Date (mmiddiyyyy)
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RELATIONSHIP TO STUDY DRUG:
I Posstds (0

Pstanhien

ACTIONS TAKEN REGARDING PATIENT CARE:
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ADVERSE EVENT QUTCOME:
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o v reach i aftarss

Comments:
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XML
Operational Data

Modeling Team

DM




