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EXECUTIVE SUMMARY

With medical product development continuing to last up to 10 years and costing hundreds of millions of dollars, the
lengthiness of the study start-up (SSU) process has become a key issue for many stakeholders across the clinical trials
ecosystem. As such, the Clinical Trials Transformation Initiative (CTTI) considered whether it should begin a project to
address this issue.

Budget and contract delays have long been a major problem in SSU. The Start-up Time and Readiness Tracking (START)
study by Tufts Center for Study of Drug Development reported that nearly 11% of sites selected are never activated
primarily due to budget and contract issues.! CenterWatch’s 2019 Financial and Operating Benchmarks survey noted
that contract and budget negotiations remain the biggest SSU headache for sites.? This was confirmed in exploratory
conversations, where CTTI repeatedly heard the need to improve budget and contract processes.

Although CTTI decided not to pursue a formal project on SSU, the findings—detailed in this report—may provide an
opportunity for other organizations and stakeholders to continue the conversation on remodeling the SSU process and,
therefore, simplifying a complex area that is vital to the success of a clinical trial.

Methods

SSU is a broad category ranging from site feasibility to site activation and often takes six months or more to complete.!
CTTI’s literature scan (see appendix) and corresponding multistakeholder conversations revealed that activities
specifically related to budgets and contracts are one of the biggest contributors to SSU delays. Thus, for purposes of this
research, CTTI focused on the opportunity to improve budget and contract negotiations.

CTTI first formed a multistakeholder working group consisting of individuals from patient advocacy groups, industry,
government, IRBs, and academic institutions. The group helped develop interview questions, provided feedback on the
literature scan, and explored potential project opportunities.

To better assess the SSU landscape, CTTI conducted an informal literature scan and held in-depth conversations with
eight sites and sponsor groups. These activities helped to identify current barriers, assess existing tools and resources,
and understand the strengths and limitations of improvement initiatives.

The landscape assessment was followed by a face-to-face working group meeting to discuss the findings and explore
future opportunities. The findings from the literature scan, in-depth discussion with sites and sponsors, and working
group discussions highlighted challenges and improvement efforts in SSU.

> CLINICAL

4 TRIALS 1
> TRANSFORMATION
INITIATIVE

VA AV



Findings

1. Budget and contract delays
Several process, infrastructure, and motivational factors impede timely budget and contract negotiations:

e Ageneral lack of uniformity is a key factor, delaying efficiency in both contracts and budgets. For example, the
language in clinical trial contracts and clinical trial agreements (CTAs] varies considerably among sponsors and may
be subject to different interpretation. Indemnification, intellectual property, publication rights, participant injury,
and confidentiality continue to be contentious topics, often delaying timelines in order to reach an agreement. For
budgets, inconsistencies exist with the interpretation of fair market value (FMV], which is influenced by factors such
as geography and study complexity. There are also too many parties involved, with no central point of contact, making
delays inevitable.

e Further complicating the issue is the variability of infrastructure and resources among organizations. Limited or
inexperienced staff, personnel turnover, and the lack of investment in streamlining technology can influence how
efficient (or not) the process is.

e Motivational factors may also influence budget and contract negotiation timelines. Having a key opinion leaderin a
trial or participating in a “blockbuster” trial are potential motivators for a site or sponsor to agree to a less-than-ideal
budget or contract provisions. Despite motivational interests, sites often reported feeling underpaid for their time and
resources, while sponsors reported experiencing unintended administrative costs, overhead fees, and/or additional
expenses outside the intended protocol budget from sites. Ultimately, these motivations can affect how quickly a budget
and contract agreement is reached.

e Of note, a previous CTTI project, Investigator Community, touched on improving budget processes as a means to retain
investigators in clinical trials.

2. Streamlining efforts

Budget and contract agreements are time-consuming yet critical. They protect sites and sponsors from unanticipated
financial liability, strengthen the relationships between them, and ensure compliance with federal regulations. Ideally,
budgets and contracts would be finalized simultaneously. However, many sites still handle this in a sequential manner,
working through the budget before the contract. Despite the many delay factors, streamlining efforts to improve SSU
efficiency exist. Groups such as the Model Agreements and Guidelines International (MAGI), the Society for Clinical
Research Sites (SCRS), and Accelerated Research Agreements have developed contract templates with standardized
language aimed to improve clinical trial contract review and negotiation timelines. Grant management and workflow
systems and document exchange portals allow tracking of document status and reduce document duplicity.

3. Barriers to adoption of improvement initiatives

CTTI explored barriers to adoption of these initiatives through informal conversations with organizations such as
MAGI and SCRS and during the working group meeting. Contract barriers include that the standard language in
existing templates is perceived as “too sponsor-friendly,” and the initiatives have had a hard time getting buy-in
from those who make legal and financial decisions for the organization. Impediments to budget initiatives include
variability in costs and disagreements over “fair” compensation, as well as the lack of time or incentive to implement
a new process. Last, initiatives often require appropriate implementation funds that are not available.
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https://www.ctti-clinicaltrials.org/projects/investigator-community

After considering the findings, the working group determined that streamlining clinical trial budgets would be
more feasible and have a greater potential impact than streamlining contracts. These best practices would focus
on three topic areas:

¢ Infrastructure and resource needs to streamline the budget process (e.g., appropriate staff training, use of
technology, workflow)

e Communication and transparency (e.g., cost justifications, ways to standardize fair market value)

e Budget review and negotiation methods (e.qg., identifying and interpreting standard of care, consideration of pre-
negotiated rates)

These topics are not exhaustive, and CTTl encourages other interested organizations to consider additional issues
for which to develop best practices.
Conclusion

CTTI decided to pursue other projects but acknowledges the importance of continuing the conversation on improving
budget and contract processes in SSU, and hopes that this report will motivate others to continue the search for
sustainable solutions to improve SSU efficiency.
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