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espite the multi-billion dollar investment into pharmaceutical Research and Development, there has been a notable

decline in productivity when one compares the sizable monetary input to the output of new approved medications
available to patients. Although the basic scientific achievements are promising, we continue to see a huge number of drugs fail
due to lack of efficacy. It has been suggested that the wrong drugs are being developed as a result of poor scientific principles
being applied. It has been observed that there is a concerning lack of reproducibility in biomedical research. Non-regulated
biomedical research lacks a common standard, the longstanding tradition of peer review of the results being considered the
quality control. However modern biomedical research has become so complexthat peer review has a limited value today. In
the interest of improving research practices, creating partnerships and increasingthe return on investment, a group has come
together to discuss harmonizingthe standards for biomedical research. To date, an ASQ Technical Report has been published
outlining the basic framework, simple requirements and concepts that incorporate quality into the very beginning of the
development process. The goal of this endeavor: To speed up the discovery, delivery and commercialization of new drugs
providing better choices of medicines for patients and delivering solutions for unmet medical needs.
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