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2. THE PRINCIPLES OF ICH GCP (ICH GCP®DI=AI)

2.1 Clinical trials should be conducted in accordance with the
ethical principles that have their origin in the Declaration
of Helsinki, and that are consistent with GCP and the
applicable regulatory requirement(s).
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ICH-E6
4. INVESTIGATOR
4.2 Adequate Resources
4.2.5
The investigator is responsible for supervising any individual or party to whom
the investigator delegates trial-related duties and functions conducted at the
trial site.

4.2.6

If the investigator/institution retains the services of any individual or party to
perform trial-related duties and functions, the investigator/institution should
ensure this individual or party is qualified to perform those trial-related duties
and functions performed and any data generated.
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8. ESSENTIAL DOCUMENTS FOR THE CONDUCT OF A CLINICAL TRIAL
8.1 Introduction

The sponsor and investigator/institution should maintain a record of the
location(s) of their respective essential documents including source
documents. The storage system used during the trial and for archiving
(irrespective of the type of media used) should provide for document
identification, version history, search, and retrieval.

Essential documents for the trial should be supplemented or may be

reduced where justified (in advance of trial initiation) based on the
iImportance and relevance of the specific documents to the trial.
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Guidance for industry Computerized System Used in Clinical Investigations May,2007
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- Available when needed (MWERFICEIDHEED)

EMA/INS/GCP/454280/2010GCP Inspectors Working Group
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5. SPONCOR

5.0 Quality Management

ADDENDUM

The sponsor should implement a system to manage quality throughout all
stages of the trial process.

Sponsor should focus on trial activities essential to ensuring human subject

protection and the reliability of trial results.

I
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Quality Management (ICH-E6 5.0)

The quality management system should use a risk-based approach
as described below.

5.01 Critical Process and Data Identification L
EERQRTOCARVT —FOETE

5.02 Risk Identification X ODNETE (S RFT A BEC &)
5.03 Risk Evaluation ) 20D

5.04 Risk Control JX2o3> ~O—)L

5.05 Risk Communication JROA=1="55—>3>

5.06 Risk Review XL E1—

5.07 Risk Reporting XD DERE
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5. SPONCOR

5.20 Noncompliance

5.20.1 ADDENDUM

If noncompliance that significantly affects or has the potential to significantly affect
human subject protection or reliability of trial results is discovered. The sponsor should

perform a root cause analysis and implement appropriate corrective and preventive
actions.
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