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E7 Clinical Trials in Geriatric Population

E8 General Considerations for Clinical Trials
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General Considerations for Clinical Studies

This version of the ICH E8 General
Considerations for Clinical Studies
Cuideline was finalised in October 2021 and
sets out general principles on the conduct of
clinical studies, with the objectives of the
document being to: m Describe
internationally accepted principles and
practices in the design and conduct of
clinical studies that will ensure the protection
of  study participants and facilitate
acceptance of data and results by regulatory
authorities; (2) Provide guidance on the
consideration of quality in the design and
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E6(R3)D/RA E6(R2)DIRA
ICH E6(R3) TOPIC ICH E6(R2)
PRINCIPLE PRINCIPLE

1 Ethical Principles 2.1,2.2,2.3,2.7, 2.11
2 Informed Consent 2.9

3 IRB/IEC Review 2.6

4 Science 2.4, 2.5
5 Qualified Individuals 2.8
6 Quality 2.13
7 Risk Proportionality N/A
8 Protocol 2.5

9 Reliable Results 2.10
10 Roles and Responsibilities N/A
11 Investigational Products 2.12
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ICH E6(R3) Annex 1

IRB/IEC

ICH E6(R3) Section

ICH E6(R2) Section

1.1 — Submission and Communication N/A
In R3, added global language about
reporting to IRB/IEC and regulatory
authorities
1.2 — Responsibilities 3.1
1.3 — Composition, Function and Operations 3.2
1.4 — Procedures 3.3
1.5 — Records 3.4
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ICH E6(R3) Annex 1

sIERENEEES (Investigator)

ICH E6(R3) Section ICH E6(R2) Section
2.1 - Qualifications and Training 4.1

2.2 — Resources 4.2

2.3 — Responsibilities 4.1, 4.2
2.4 — Communication with IRB/IEC 4.4, 4.10
2.5 — Compliance with Protocol 4.1

2.6 — Premature Termination or Suspension of a Trial 4.12

2.7 — Participant Medical Care and Safety Reporting 4.3, 4.11
2.8 — Informed Consent of Trial Participants 4.8

2.9 — End of participation in a clinical trial 4.3

2.10 - Investigational Product Management 4.6

2.11 — Randomisation Procedures and Unblinding 4.7

2.12 — Records 4.9

2.13 — Reports 4.13
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ICH E6(R3) Annex 1

AT —

ICH E6(R3) Section ICH E6(R2) Section
3.1 — Trial Design 5.0, 5.4

3.2 — Resources N/A

3.3 — Allocation of activities 5.7

3.4 — Qualification and Training 5.3, 5.4

3.5 — Financing 5.9

3.6 — Agreements 5.1, 5.2, 5.6, 5.9, 5.23
3.7 — Investigator Selection 5.6

3.8 — Communication with IRB/IEC and Regulatory 5.10, 5.11
Authority(ies)

3.9 — Sponsor Oversight N/A

39



ICH E6(R3) Annex 1

AT —

ICH E6 (R3) Section ICH E6 (Rz)
Section

3.10 — Quality Management 5.0

3.11 — Quality Assurance and Quality Control 5.1, 5.18, 5.19

3.12 - Noncompliance 5.20

3.13 — Safety Assessment and Reporting 5.16, 5.17

3.14 — Insurance/Indemnification/Compensation to participants 5.8

and investigators

3.15 — Investigational Product(s) 5.12, 5.13, 5.14

3.16 — Data and Records 5.5, 5.15

3.17 — Reports 5.21, 5.22
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ICH E6(R3) Annex 1

F—4A « 1J)\TJ >/ 2 (Data Governance)

ICH E6(R3) Section

ICH E6(R2) Section

4.1 - Safeguard Blinding in Data Governance

4.2 — Data Life Cycle Elements
* 4.2.1 Data Capture
* 4.2.2 Relevant Metadata, Including Audit Trails
* 4.2.3 Review of Data and Metadata
4.2.4 Data Corrections
4.2.5 Data Transfer, Exchange and Migration
4.2.6 Finalisation of Data Sets Prior to Analysis
* 4.2.7 Retention and Access
* 4.2.8 Destruction

4.3 — Computerised Systems
* 4.3.1 Procedures for the Use of Computerised Systems
* 4.3.2 Training
* 4.3.3 Security

4.3.4 Validation

4.3.5 System Release

4.3.6 System Failure

4.3.7 Technical Support

4.3.8 User Management

N/A - Major Revamp
For both investigators and
sponsors
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ICH E6(R3) Appendix A

Investigator’s Brochure

ICH E6(R3) Section

ICH E6(R2) Section

A.1 - Introduction 7.1
A.2 — General Considerations 7.2
A.3 — Contents of the Investigator’s Brochure 7.3

* A.3.6 (b) - In R3, added frequency and nature of
AEs should be included to determine
expectedness of Serious Adverse Reactions.
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Investigator’s Brochure

- TEMHSIRIEH (Reference Safety Information; RSI)
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ICH E6(R3) Appendix B

ERNGIERENEET B S & DNE]

ICH E6(R3) Section

ICH E6(R2) Section

B.1 - General Information 6.1
B.2 — Background Information 6:2
B.3 — Trial Objectives and Purpose 6.3
B.4 — Trial Design 6.4
B.5 — Selection of Participants 6.5
B.6 — Discontinuation of Trial Intervention and Participant 6.5
Withdrawal from Trial

B.7 — Treatment and Interventions for Participants 6.6
B.8 — Assessment of Efficacy 6.7
B.9 — Assessment of Safety 6.8
B.10 — Statistical considerations 6.9
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ICH E6(R3) Appendix B

ERNGIERENEET B S & DNE]

ICH E6(R3) Section

ICH E6(R2) Section

B.11 - Direct Access to Source Records 6.10
B.12 — Quality Control and Quality Assurance 6.11
B.13 — Ethics 6.12
B.14 — Data Handling and Record Keeping 6.4, 6.13
B.15 — Financing and Insurance 6.14
B.16 — Publication Policy 6.15

) E6(R2)D6.16E0(CH O ER#3{LCSRICE I dEC =k (EHIBR

SNTLVD
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ICH E6(R3) Appendix C

Em PR sIVBR (D EMBADTT D DIABECER

ICH E6(R3) Section

ICH E6(R2) Section

C.1 - Introduction

8.1

C.2 — Management of Essential Records

C.3 — Essentiality of Trial Records

N/A — Major Revamp
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ICH E6(R3) Appendix C

FHEE
FhIzlCGEMESNZAESE {EIESN-F:E
o Assent » Adverse Events and Adverse
. Computerised Systems Reaction-related definitions
Validation * Essential Records

» Data Acquisition Tool * IRB/IEC

* Data Integrity ‘ |nvest!gator .
» Metadata * Investigator Site

* Source Records
e Sponsor
 Trial Participant
¢ And Others...

* Reference Safety Information
* Service Provider
* Signature
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