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Currently traditional medicine (TM) is used in primary health care systems in most countries parallel to conventional 
medicine. TM should be subjected to rigorous research for their efficacy and safety for better health care. When developing 
novel drugs using TM candidates it is essential to consider novel standard parameters. Quality control of TM is also prerequisite 
of standard clinical trials. It is necessary to follow current standard quality controlling methods viz Good Laboratory Practice 
(GLP); Good Manufacturing Practice (GMP); Good Clinical Practice (GCP); Chemistry, Manufacturing and Controls 
(CMC) or Pharmaceutical Quality. World Health Organization (WHO) has published guidelines for safety issues in herbal 
product development. According to this categorization it is required to be addressed safety and toxicity before clinical usage 
of TM. In general research on TM should be followed by the same ethical requirements as all research related to human 
participants. According to WHO Operational Guidance, Information Needed to Support Clinical Trials of Herbal Products 
(OG-CTHP) declared that Phase 1 studies in healthy volunteers are generally unnecessary for most herbal medicines if their 
substantial prior human use conveys reasonable confidence that these regimens can safely be administered to small numbers 
of carefully monitored clinical participants in phase 2 trials. Crucial stipulation of the OG-CTHP is that, notwithstanding 
historical evidence of safety, in both phase 2 clinical trials with small numbers of participants and large phase 3 trials, safety of 
participants should be assured by a comprehensive literature review as well as by specified protocol provisions.
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