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E6 : Good Clinical Practice :

GCP J Consolidated Guideline

This Good Clinical Practices document
describes the responsibilities and
expectations of all participants jathe

dfttiet ofelinical trials, includirg:
investigators, monitors, sponsors and IRBs:

GCP cover aspects of monitoring, r rting
and archiving of clinical trials and

incorporating addenda on the Essential
Documents.
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Accordance to Declaration of Helsinki

Risks and inconveniences weighed against anticipated
benefits :14)

Rights, safety, and well-being of the subjects are the‘most lies
important considerations

Non-clinical and clinical information needed

Scientifically sound, and described protocol
Compliance with the protocol that has been approved by REC
Medicaj care by gualified physician

Staff qualified by education, training, and experience
Informed consent

Information recorded, handled, and stored in an accurate way
Confidentiality of records
Investigational products to follow good manufacturing practice

Systems with procedures that assure the guality of every
aspect of the trial should be implemented.

Conclusion
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