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I. Abstract Body
GCP is an international ethical and scientific quality standard for the design, conduct and record of research involving humans. Comprised of 13 core principles, GCP applies to all clinical investigations that could affect the safety and well-being of human participants (in particular, clinical trials of medicinal products).
GCP was developed by the regulatory authorities of the EU, Japan and US in a steering group termed the Tripartite International Conference on Harmonization (ICH) and provides international assurance that:
· Data and reported results of clinical investigations are credible and accurate, and
· Rights, safety and confidentiality of participants in clinical research are respected and protected
It was finalized in 1996 and became effective in 1997.  When first expounded, it was an internationally recognized as best practice, but was not enforceable by law.
However, with the advent of the Medicines for Human Use (Clinical Trials) Regulations 2004 and the EU Directive on Good Clinical Practice, compliance with GCP is now a legal obligation in the Globally for all trials of investigational medicinal products.
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Rucha Majmundar Mehta is an independent GCP /PV Auditor (Freelancer) since 8 years. She developed a Clinical Research Site in a privately owned small sized hospital and was heading the site till 2007. She provides QA consultation and training to various study sites and QA department of Pharmaceutical Companies, and conducts GCP Sessions during Investigators Meeting globally. She was practicing as a Clinical Nutritionist prior to changing her profession to Clinical Research.  
Rucha has done post-graduate studies in Clinical Nutrition from G S Medical College Bombay – India. She received her training in clinical research from NIH – US, and has done GCP Auditing course from RQA-UK.
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