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recently published FDA guidance “Oversight of clinical investigations- A risk-based approach to monitoring”has been

developed to describe the current thinking of the FDA regarding good clinical practice and the conduct of clinical trials.
While these documents are nonbinding, most of investigators refer to them to gain a benefit of the cumulative expertise of
the FDA teams. Approaches to clinical trials monitoring varies between companies, government organization, and academic
institutions including on-site monitoring, centralized monitoring, and other alternative monitoring techniques. Considering
this variability, the fore-mentioned guidance discuss a risk-based strategy for monitoringthat start with identifying critical data
and processes to be monitored followed by risk assessment and finally preparing the monitoring plan. Critical data and process
take account of appropriate informed consent, confinement to the eligibility criteria, and proper documentation. After the
assessment of risks, they need to be prioritized according to the probability of error, detectability, and its influence on the integrity
of the study andhuman subject. The main purpose of that is to minimize errors while conducting, collecting, and reporting
the results of a clinical trial. The monitoring plan should containa description of monitoring approaches, communication of
results, management of noncompliance, and plan amendments. Based on this methodology, different monitoring plans are
produced as a consequence of the complexity of the study design andendpoints, study population, geography, experience of
the involved personnel, use of electronic data capture systems, safety of the investigational product, phase of the study, and the
amount of data.
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