FOR IMMEDIATE RELEASE

New Study from Tufts Center for the Study of Drug Development Establishes
Benchmarks for Vendor Qualification Process

Tufts CSDD Study Identifies Opportunities for Drug Sponsors to Optimize Vendor Selection

BOSTON — Nov. 14, 2019 — While more than 90% of all contract vendor assessments conducted by drug
sponsors ultimately lead to vendors being qualified to provide services, large sponsors have significantly longer
and more variable process completion-to-contract stages than other companies, according to a newly completed
study from the Tufts Center for the Study of Drug Development that establishes the first industrywide benchmarks
of the vendor qualification process.

The global drug development industry conducted nearly 25,000 new vendor qualifications, requalifications of
existing vendors, and requests-for-information (RFIs) in 2018. Average total cycle time from an RFI to a signed
contract was 19.0 weeks for single-service providers and 26.1 weeks for multi-service providers, with wide
variation observed by sponsor company size and by individual assessment, Tufts CSDD found.

"Evaluating external service providers is a time-consuming process that must meet the unique demands of each
R&D program and account for, among other factors, regulatory compliance, information technology expertise,
operating and financial controls and oversight,” said Ken Getz, professor and deputy director of Tufts CSDD. "The
volume and complexity of assessments needed to qualify and requalify potential vendors is increasing and the
benchmarks from this new study identify opportunities for drug developers to more effectively and efficiently
manage this process."

The study, conducted in collaboration with The Avoca Group, was based on an analysis of data provided by 76
small, medium, and large pharmaceutical companies engaged in global drug development.

Among other key study findings summarized in the November/December Tufts CSDD Impact Report, released
today, were the following:

B Small companies using leaner operating models have more productive qualification processes, compared
to medium and large companies.

B Vendor requalification cycle times are two to four weeks faster, on average, than new vendor
qualifications.

B Despite longer total assessment cycle times, large drug companies have the highest rates of vendors
failing to qualify (11.5%), likely due to deeper inquiry into vendor practices.

B For all sponsor companies, vendor requalifications are 2.4 weeks and 4.0 weeks faster on average than
new single and multi-service vendor qualifications, respectively.

ABOUT THE AVOCA GROUP

The Avoca Group, based in Princeton, NJ, is a life science consulting firm dedicated to improving quality and
compliance in clinical trial execution. Since 2011, the Avoca Quality Consortium®, a collaborative of over 100
pharma, biotech, CRO, and clinical service provider companies, has led the industry in developing practical
solutions for improving quality and execution in clinical trials.

ABOUT THE TUFTS CENTER FOR THE STUDY OF DRUG DEVELOPMENT

The Tufts Center for the Study of Drug Development (http://csdd.tufts.edu) at Tufts University provides strategic
information to help drug developers, regulators, and policy makers improve the quality and efficiency of
pharmaceutical development, review, and utilization. Tufts CSDD, based in Boston, conducts a wide range of in-
depth analyses on pharmaceutical issues and hosts symposia, workshops, and public forums, and publishes
Tufts CSDD Impact Reports, a bi-monthly newsletter providing analysis and insight into critical drug development
issues.
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