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Abstract

The clinical and translational research enterprise is recognized by many as the “evidence generation system.” While there
have been several calls to revolutionize this enterprise to more effectively deliver the fruits of biomedical science to
patients and society, significant issues across the clinical research workforce are pervasive. Perhaps the most visible sign
is the widening gap between supply and demand for competent staff. Underpinning this, is a perfect storm of complex
issues. Now reaching crisis point, this problem is far bigger than a staffing issue and ultimately jeopardizes the “engine”
of drug and device development. With the current perilous state of the workforce, proposed enterprise fixes are likely
to languish far out of reach, given that even “business as usual” is under threat In fact, a glaring disconnect is evident
between the visionary discourse on how to revolutionize the clinical research enterprise and the sober recognition that
operationalization of any such vision rests on the shoulders of a workforce that’s in dire straits. In this article, we provide
a brief forensic analysis of the workforce problem and an initial indication of where solutions may lie.
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Clinical research, translational research, workforce development, clinical research professional, clinical research coordinator,
research nursing, drug development, recruitment, retention, clinical research workforce
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The clinical research coondinator {CRC) certification program was initiated by the Japanese Sociely of Clinical
Pharmacology and Therupeutics LJSCPT) in 2003, As of January 1, 2018, 1,765 CRCs have been certified.
However, the current situations of these cenified CRCs have not been investigared in detail

Six hundred and sixty-eight centified CRCs responded to an e survey regarding the background, current situation,
career, intentions, and job satisfaction. The first report found that although the work environment was improving, it
was not yet stahle. However, the current situations of certified CRCs and the contribution of the accreditation
system o their situation were not clear. Therefore, this report explores the current status of accredited CRCs and
considers the future issues of developing CRCs” skills and career path.

The respondents reported that the contribution of CRC to clinical research was very important, and what was
required of CRC as a professional in chnical research continued (o increase. However, the survey revealed the
exastence of a gap between the current situation and demand from the society, such as lack of a CRC career ladder
aiming at gradual mastery of expert knowledge and skills, hittle merit in acquiring CRC certification, and the
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