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business for the other party, or the compensation that would be included in a service agreement as the
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of the service agreement.” (the Code of Federal Regulations 42 CFR § 411.351)
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Now is the time to fix the clinical (toie]
researCh wo rkfor'ce crisis Article reuse guidelines:

sagepub.com/journals-permissions
DOI: 10.1177/17407745231 177885
journals.sagepub.com/home/ctj

S Sage

Stephanie A Freel' , Denise C Snyder', Kara Bastarachez,
Carolynn Thomas jones3 , Mark B Marchant‘, Laura A Rowleys,
Stephen A Sonstein®, Karen M Lipworth? and Susan P Landis>

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 worlforce, 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
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