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INTERNATIONAL CONFERENCE ON HARMONISATION OF TECHNICAL
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ICH HARMONISED TRIPARTITE GUIDELINE
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Recommended for Adoption
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on 1 May 1996
by the ICH Steering Committee

This Guideline has been developed by the appropriate ICH Expert Working Group and has been
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GLOSSARY
1.1 Adverse Drug Reaction (ADR)
1.2 Adverse Event (AE)
1.3 Amendment (to the protocol)
1.4 Applicable Regulatory Requirement(s)
1.5 Approval (in relation to Institutional Review
Boards)
1.6 Audit
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1.7 Audit Certificate

1.8 Audit Report

1.9 Audit Trail

1.10 Blinding/Masking

1.11 Case Report Form (CRF)

1.12 Clinical Trial/Study

1.13 Clinical Trial/Study Report

1.14 Comparator (Product)

1.15 ( Compliance (in relation to trials)
1.16 Confidentiality



1.17

1.18

1.19

1.20

1.21

1.22

1.23

1.24

1.25
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Contract

Coordinating Committee

Coordinating Investigator

Contract Research Organization (CRO)

Direct Access

Documentation

Essential Documents

Good Clinical Practice (GCP)

Independednt Data-Monitoring



1.26

1.27

1.28

1.29

1.30

1.31
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Committee(1DMC)

Impartial Witness

Independent Ethics Commitee(1EC)

Informed Consent

Inspection

Institution (medical)

Institutional Review Board(IRB)
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1.32 Interim Clinical Trial/Study Report
1.33 Investigational Product
1.34 Investigator

(principal investi-

gator) (Subinvestigator)
1.35 Investigator/Institution
1.36 Investigator®s Brochure
1.37 Legally Acceptable Representative
1.38 Monitoring
1.39 Monitoring Report
1.40 Multicenter Trial
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1.41 Nonclinical Study
1.42 Opinion(in relation to Independent Ethics
Commitee)
(1EC)
1.43 Original Medical Record

(Source Documents)

1.44 Protocol

1.45 Protocol Amendment
1.46 Quality Assurance (QA)
1.47 Quality Control (QC)

(Quality Assurance System)

1.48 Randomization
1.49 Regulatory Authorities
(1.29 )
(competent authorities)
1.50 Serious Adverse Event (SAE) or Serious
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