
From the Executive Director

 

 

Dear CSDD Friends:

 

In addition to ongoing research and professional development activity, the team

found April to be a very busy month for conference presentations, roundtables and

in-person meetings. We have really enjoyed seeing many colleagues in person and

deeply appreciate the privilege of sharing and discussing the results and

implications of ongoing and completed Tufts CSDD research.

 

We have a full roster of active projects underway. To name a few: a working group

study assessing investigative site activation and enrollment achievement in the

wake of the pandemic; another evaluating the role that socio-economic factors play

in the recruitment and retention of a diverse community of patients; a study looking

at sponsor and CRO adoption of, and experience with, risk-based monitoring and

risk-based quality management; and a study quantifying the return-on-

investment/value proposition of using digital endpoints in clinical trials.

 

This month Tufts CSDD is launching its next study estimating the total capitalized

cost to develop a successful new drug. Our last study, published in 2016, is based

on a rigorous analysis of economic and drug development data and estimated a

total capitalized cost of $2.6 billion. To initiate this eagerly awaited new study, Tufts

CSDD is facilitating a workshop on May 11th, 2023 in Boston to explore refinements

to our methodology that recognize the current drug development landscape. Senior

finance and clinical/clinical operations professionals from more than a dozen

pharmaceutical and biotechnology companies are expected to participate. Please let

us know if you would like to learn more about the workshop and the study.

 

Later this month, Tufts CSDD will again be offering a program on Leadership for

Drug Development Teams. Facilitated by Rob Franco and taught by an outstanding

faculty, the program brings together senior pharmaceutical and CRO company

executives and offers valuable insights and practical approaches to building and

leading multi-disciplinary teams to drive higher levels of engagement, productivity

and performance. This interactive online program uses case studies and in-depth

discussion in both large and small groups over the course of four weeks.

 

This Insider and the Tufts CSDD web site (CSDD.tufts.edu) provide a

comprehensive list of new, ongoing and completed studies, publications,

presentations and upcoming professional development programs. As always, please

feel free to contact me directly if you would like to share new ideas and learn more

about any of the Center’s activities.

 

My best regards,

Kenneth Getz
Executive Director and Professor

Professional Development Courses

An intensive four-day virtual course on May 23,2023 — Leadership for Drug
Development Teams. Intended for research executives looking to build and

sharpen their leadership skills and improve cross-functional team performance and

productivity, this internationally-recognized program is facilitated by Dr. Robert

Franco with an outstanding faculty.  Course enrollees will have ample opportunity to

interact with faculty and colleagues. To learn more about the course, receive the

course agenda, or to register — contact Sarah Wrobel or visit the Tufts CSDD

website.
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Upcoming Studies

New Working Group Study Gathering Rich Data on
the Impact of DCT Deployments on Clinical Trial
Outcomes

Tufts CSDD is launching a new working group to gather, aggregate, analyze and

disseminate metrics on actual experience with virtual and remote solutions

supporting clinical trial execution. Participating companies will share de-identified

hard data on the use of DCT solutions and their impact on performance and other

clinical trial outcomes.  For more information and if you would like to participate,

please contact. Ken Getz.

New Working Group Study Examining Global Drug
Development Workforce

 
Tufts CSDD is launching a working group study examining the evolving global drug
development workforce. The aim of this study is to benchmark current
responsibilities, capacity and utilization of critical functions (e.g., CRAs and CRCs)
and examine how sponsors, CROs and investigative sites are addressing workload
changes, challenges and turnover. This study will also assess the impact of flexible
work arrangements to mitigate burnout. Results from this study will inform best
practices on how organizations can recruit, develop new talent, and retain existing
talent.  For more information and if you would like to participate, please contact
 Jennifer Kim or Mary Jo Lamberti.
 

 

Research Highlights

Our Latest Impact Report  
Protocol Design Scope and
Execution Burden Continue to Rise,
Most Notably in Phase III
 
Tufts CSDD’s new May/June Impact

Report (Volume 25, Number 3) is now

available. This issue presents insights

into protocol scope variables impacting

study execution burden, clinical trial

timelines and performance.
 
Learn more | Purchase online

Recent Publications
 
Smith Z, Botto E, Getz K. Racial and ethnic disparities in pivotal trials supporting
FDA-approved and European Commission-approved drugs.  BioPharm Report. Spring
2023; 30(1): 6-8. Access article
 
Getz K.  Assessing investigative site personnel diversity and its relationship with
patient enrollment diversity. BioPharm Report. Spring 2023; 30(1): 9-12. Access article
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trials. Applied Clinical Trials, March 2, 2023.  Access article
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research associate and factors impacting performance and experience. Applied
Clinical Trials, December 22, 2022. Access article
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in drug development. November 17, 2022. Access article 
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18, 2022. Access article 
 
Smith Z, Botto E, Carney C, Bagga A, Qutab B, Getz K. Insights from a Multi-company
Workshop to Apply a Patient Participation Burden Algorithm to Protocol Data. Ther
Innov Regul Sci. October 16, 2022. Access article 
 
Kim, J. Y. & Meister, A. How to Intervene When You Witness a Microaggression.
Harvard Business Review, September 30, 2022. Access article 
 
Getz K., Shah S., Luithle J., Travers M. Redefining CRO Sourcing Model Terminology
to Optimize Outsourcing Strategies. Applied Clinical Trials. September 20, 2022.
Access article
 
DiMasi, J.A., Smith, Z., Oakley-Girvan, I. et al. Assessing the Financial Value of
Decentralized Clinical Trials. Ther Innov Regul Sci. September 14, 2022. Access
article
 
Getz K. Contemplating a Pressing Drug Development Paradox. Applied Clinical Trials.
September 7, 2022. Access article
 
Botto E., Florez M., Allen A., Bhagat R., Getz E., Getz K. Racial and Ethnic Disparities
Among the Clinical Research Workforce: Insights and Opportunities. ACRP. August
16, 2022. Access article
 
Getz K., Smith Z., Kravet M. Protocol design and performance benchmarks by phase
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022-00438-5. Access article 
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Lamberti M.J., Smith Z., Dirks A., Caruana T., Mitchell T., Getz K. The Impact of
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Trials. 2022. Access article
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Trials. 2022; volume 32, issue 6. Access article
 
Florez M., Botto E., Foster Z., Seltzer W., Valastro B., Ashmore L., Getz K. Improving
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Access article
 
Getz K., Florez M., Botto E., Ribeiro K., Goller G., Robinson L., Abdullah O. Global
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Subscribe today to get your copy of the Tufts CSDD Impact Report.

Faculty and Staff Presentations

Upcoming Presentations 

 
Managing Protocol Complexity to Optimize Clinical Trial Performance
Ken Getz, MBA
Linking Leaders

Boston | May 10

 

Innovation in the pharmaceutical industry: New estimates of R&D costs
Joe Dimasi, PHD
PhRMA R&D Roundtable

Boston | May 11

 

Innovation in Clinical Research: Why it Takes So Long to Adopt a New Solution
Ken Getz, MBA
MAGI East Conference

Philadelphia | May 21 - 24
 
Sponsor-CRO Collaborations and the Impact of Decentralized Clinical Trials
Mary Jo Lamberti, PhD
DIA Annual Meeting
Boston, MA | June 26
 
 
 
 

Recent Presentations

State of the Drug Development Industry
Ken Getz, MBA
Chief Medical Officers Summit
Boston, MA | April 3 - 4
 
Quantifying the Value Proposition of DCT Deployment
Ken Getz, MBA 
Informa Decentralized Clinical Trials
Boston, MA | April 18 - 20
 
The Impact of DCT Use on Sponsor-CRO Relationships
Mary Jo Lamberti, PhD
Informa Decentralized Clinical Trials
Boston, MA | April 19
 
The Economics of Implementing Phase 0 Techniques – Methods for measuring
Financial Value
Joseph DiMasi, PhD

4th International Phase-0/Microdosing Stakeholder Meeting: Intra-Target Microdosing
(ITM): Revolutionizing Clinical Pharmacology and Drug Development
Boston, MA | April 24
 
Assessing Patient Engagement Capabilities and their Impact
Ken Getz, MBA
DIA Europe
Basel, Switzerland | March 23
 
Examining Current Patient Engagement Activities and Investments within Sponsor
and CRO Companies
Ken Getz, MBA
DIA Europe
Basel, Switzerland | March 22
 
The Impact of Decentralized and Hybrid Trials on Sponsor-CRO Collaborations
Mary Jo Lamberti, PhD
SCOPE Summit
Orlando, FL | February 8
 
Panel Discussion - Navigating Global Crises: Pandemic War, Hyperinflation and
Supply Chain
Ken Getz, MBA
SCOPE Summit
Orlando, FL | February 7
 
Remote Teams in Clinical Research During the COVID-19 Pandemic
Maria Florez, MA and Mary Jo Lamberti, PhD
Clinical Research Webinar 
Online | January 26-27
 
Clinical Operations and Clinical Outsourcing Roundtables
Ken Getz, MBA
Linking Leaders 
New York, NY| January 17 - 18
 
New Insights into Managing Investigative Sites to Optimize Patient Enrollment
Diversity 
Ken Getz, MBA
Evolution Summit  
Orlando, FL | December 8

Clinical Research Professionals and the Shift to Remote Work During the COVID-19
Pandemic
Maria Florez, MA and Mary Jo Lamberti, PhD
Clinical Operations in Oncology, Virtual Conference 
Online | December 1

Measuring the Impact of the Pandemic on Drug
Development Productivity and Performance 
Ken Getz, MBA
Outsourcing Clinical Trials New England 
Boston, MA | November 10

Digital Transformation and Clinical Research Team Effectiveness 
Maria Florez, MA
Clinical Trials Europe 
Online | November 2-4

Impact of Running Clinical Trials During the Pandemic and Lessons Learnt
Ken Getz, MBA and Maria Florez, MA
Clinical Trials Europe 
Online | November 2-4

Where Has the Industry Been, and Where Should it be Going?
Joseph DiMasi, PhD
Speid Associates, Inc and Brown University Medical School 
Online | November 2-4

Increasing Efficiency and Reducing Cycle-Times in Drug Development: Multi-
Stakeholder Views on the Topic
Zak Smith, MA 
Clinical Trials Europe
Online | November 3

Optimizing protocol design to improve performance and efficiency
Ken Getz, MBA 
Clinical Trials Europe
Online | November 2
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