
According to analyses conducted by CenterWatch, the
Tus Center for the Study of Drug Development, and

others using FDA 1572 data, the investigator landscape 
has shied in ways that challenge successful conduct of 
clinical trials (e.g., lower proportion of experienced sites;
high turnover among new PIs). e resulting impact for
sponsors is higher operational costs, especially related to 
site identification, qualification, and start-up. 

e purpose of this investigator survey was to better 
understand sources of investigator burden in clinical trial
operations and to determine the value to investigators of 
potentially supportive solutions. Although the literature on
investigator burden in clinical trials is limited, our findings
appear to be consistent with expert comments.

As described above, completing contractual and regulatory
documents was the most burdensome administrative 
activity for investigators, followed by getting paid on time.
e level of burden for these two top-rated factors did not
show significant variation at the country level. We did 
observe some variation in level of burden at the country
level across six of the 13 factors tested, especially in 
Argentina. In general, nearly all of the differences were 
in system/organization-related factors and five of the six
were rated as more burdensome outside of the U.S. 

e one area of exception was patient recruitment, which
was rated as significantly less burdensome in Argentina and
India as compared to the U.S. We hypothesize that this 
finding may be related to differences in physician/patient 
relationships and access to medical care between countries.
In Argentina, for example, the large concentration of 
population in the cities combined with a low rate of mobility

encourages close relationships between patients and 
investigators, who can quickly identify appropriate patients
from their practice and encourage them to learn more about
clinical trials.8 e low barrier related to recruitment in
India, however, may be more related to access, whereby 
patients enrolled in clinical trials are able to access free 
medical care, tests, and drugs, which they could potentially
not afford otherwise. 

As one might predict, there was a higher perceived level 
of burden for a number of activities reported by less 
experienced investigators compared to more experienced 
investigators, with seven of the 13 factors being reported as
more burdensome by those having done zero to two studies
compared to more than 10 studies. Again, the majority of
these were system/organization related factors, where 
institutions, sponsors, or CROs could provide more support
and resources to those early in their clinical research careers.
An example of an area where provision of additional support
to less experienced investigators could have a significant 
impact on start-up time, recruitment metrics, and ultimately
investigator turnover is completion of contracts and 
regulatory documents.

Interestingly, getting paid on time was more burdensome 
to the most experienced investigators, compared to their less
experienced colleagues. is, we believe, reflects the fact 
that investigators in the more than 10 studies category are
more likely to rely on the revenue stream gained from 
payment from industry-sponsored studies for their business

Understanding the feedback on sources of burden, it is not
surprising that the supportive activities that offered the most
value to investigators were items that either guaranteed 
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payment, or streamlined start-up such as GCP training, 
contracting, and essential document collection. Although
there is no benchmark with which to compare, the level of
value assigned to these activities was high in absolute terms
(rated by more than 70% of the sample as extremely or 
very valuable).  

Although this survey is among the first to quantitatively 
document the value of solutions to reduce investigator 
burden, including variation by country and level of 
experience, the findings are consistent with the opinion 
of industry experts. 

Recognizing that system/organizational factors may be out-
side of the control of the research sponsor, several individual
companies and industry organizations have begun to imple-
ment solutions to address trial-related sources of investigator
burden. For example, TransCelerate BioPharma Inc., a non-
profit organization of around 20 biopharmaceutical compa-
nies aimed at implementing innovation in clinical research,
has created standards for minimum requirements for GCP
training, CVs, and site qualification forms amongst other
items.9 In addition, organizations such as the Investigator
Databank—a global collaboration between Janssen, Eli Lilly,
Merck, Pfizer, and Novartis—have launched online profiles
where investigators can post non-protocol specific docu-
ments (e.g., CVs, GCP training certificates, site qualification
forms) just once and have them accessed by all participating
sponsors.10 A global network of research sites is also being

established by the Alliance for Clinical Research Excellence
and Safety (ACRES), with the aim of connecting research
sites worldwide through a shared technology platform.11

e Global Health Network provides a number of different
resources to support clinical trial conduct, including a Site
Finder network, mostly centered on sites in Africa, Asia, 
and Latin America. e Society for Clinical Research Sites
(SCRS) is a trade association established to represent global
clinical research sites, and to support site sustainability. 
In addition, a number of organizations are working to 
improve investigator training and accreditation, amongst
them the Harvard Multi-Regional Clinical Trials Center
(MCRT), the Association of Clinical Research Professionals
(ACRP), and ACRES.
Moving beyond these initiatives for setting standards and
sharing documents, additional opportunities for mutual
benefit exist through standardizing confidential disclosure
agreements (CDAs) and clinical trial agreement (CTA)
clauses where possible; sharing of contractual preferences 
at the institutional level; and guaranteeing payment within
30 days. 
Ultimately, if we are to reverse the trends of declining 
physician participation and high turnover in industry-
sponsored clinical research, pharmaceutical company 
research sponsors (and their CRO partners) must be 
willing and able to change their processes to decrease 
the burden for clinical trial investigators.
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DrugDev simplifies life at the clinical trial
site through technology and services that
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to do more trials together. By providing
study startup solutions, global payments
by CFS Clinical, and a clinical trial 
optimization platform by TrialNetworks,
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and reduce cost. In addition, DrugDev
maintains the industry’s largest global 
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Investigator Databank sponsored by 
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