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ADaM Analysis Data Model

CFR Code of Federal Regulations
(e)CRF (electronic) Case Report Form
CSR Clinical Study Report

CTMS Clinical Trial Management System
DB Database

(1) DMC (independent) Data Monitoring Committee
DP Drug Product

DS Drug Substance

DSMB Data Safety Monitoring Committee
ECG Electrocardiogram

EDC Electronic Data Capture

IB Investigator’s Brochure

ICF Informed Consent Form

IRB Institutional Review Board

IVRS Interactive Voice Response System
IWRS Interactive Web Response System
PV Pharmacovigilance

SAP Statistical Analysis Plan

SDTM Study Data Tabulation Model
SDV Source Document Verification
SOP Standard Operating Procedure
SUSAR Suspected Unexpected Serious Adverse Reaction
(e)TMF (electronic) Trial Master File

TLF Table, Listing, Figure
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