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Principles of ICH GCP
3.1 mo

A trial should always be conducted in
compliance with the protocol that
receives prior IRB/IEC
approval/favorable opinion.

Protocol non-compliance «-« .Y J:\

» Assure compliance

CLINICAL |
RESEARCH
Research Ethics Committee

Protocol Compliance

CORRECTIVE ACTION (CA)

PREVENTIVE ACTION (PA)

Protocol design * Report to IRB/IEC, sponsor

Instruction, worksheet, CRF
« Training

s -
« Supervision

Monitoring plan

o

Interventional study

* Drug, biologic

* Herbal/Botanical product

* Medical device,
* Software as a medical device,
» In-vitro diagnostic test

* Nutrition

* Procedure

* Nursing practice
» Cognitive behavioral therapy
« Self-care, self-management
Telemedicine, telehealth

@

uiinnA1sausu Good Clinical Practice (GCP) $uii 9 w.n.2567

uiinn15ausu Good Clinical Practice (GCP) Yuii 9 W.A.2567

Q&)@:%\ E A% fhg\ Intended use

Indication for use:
medical condition

* Record & documents:

Note to file, protocol deviation log
Final study report

—— Design

General to specific

Prevention

Diagnosis, screening, monitoring
Therapeutic:

» single, combine, adjunctive

* curative, symptomatic

+ acute, chronic

Palliative, supportive, hospice
Patient population
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