
8:00 Registration and Continental Breakfast

8:45 Chairperson’s Opening Remarks

The Foundation: Contracts, Budgets, Negotiations & Reports
9:00 Enhance Budgets and Negotiation Strategies by Understanding the Financial Implications of Building a 

Strong Trial Foundation
  Discuss the fees associated with study start-up, site costs, and all line items
  Analyze methods of identifying essential study factors that create value throughout a study
  Determine the value of vendors and how that relates to the vendor selection process

Jeff Kingsley, CEO, IACT HEALTH

9:45 Understand the Legitimacy of Budget Line Items to Decrease Variances in Financial Forecasts
  Collect information from internal and external stakeholders to establish a baseline for the type of agreement that will ensure key 

financial goals are met
  Pinpoint trouble areas, factors that lead to increased costs, and essential processes involved in evaluating change orders and 

proposals
  Consider the indirect cost rate and how it affects line items to dissect budgetary and cash needs on a monthly basis through 

adjusted forecasts
  Discuss the role of clinical trial associates in the management of finances and understand the skills required to manage costs 

holistically

Aida Marranzini, U.S. Finance Operations Lead, MESOBLAST INC

10:30 Networking Break

11:00 Evaluate the Significance of Fair Market Value and Understand How FMV Impacts Contracts and 
Negotiations
  Analyze the challenges that affect FMV and discuss those in relation to budget and contracts during negotiations
  Explore negotiation strategies and solutions from varying points of view to better understand the key motivators of each 

stakeholder
  Discuss the indirect and direct costs and investments associated with a clinical trial for all stakeholders and the competing 

priorities
  Evaluate fraud and misconduct risk and promote due diligence
  Understand the value of a budget’s bottom line by implementing a budget analysis strategy

Kelly Willenberg, President, KELLY WILLENBERG & ASSOCIATES

11:45 PANEL DISCUSSION: Defining Fair Market Value: Quantify Stakeholder Perspectives to Understand Critical 
Influencers of Clinical Trial Costs
  Consider insights from varying stakeholders to streamline processes for determining FMV 
  Gain knowledge to benchmark contract and negotiation strategies and create a  framework for financial decision-making
  Discuss the legal structures that must be considered when determining FMV and budgets for each clinical trial

Moderator: Kelly Willenberg, President, KELLY WILLENBERG & ASSOCIATES 
Kunal Sampat, Senior Manager, Clinical Programs, ABBOTT VASCULAR 
If you’re interested in joining this panel, please contact Brianna Conetta at (212)400-6234 or bconetta@exlevents.com.

12:30 Luncheon
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“Great presentations regarding old processes,  
implementing new processes and their challenges.”

—Clinical Operations Finance Specialist, PROMETHEUS LABORATORIES

www.asdevents.com - www.asdevents.com/event.asp?id=19204



Tools & Creative Strategies
1:30 Enhance Strategic Financial Decision-Making by Understanding Big Data Sets and Analytical Methods

  Focus on the skills required of clinical operations team members when it comes to forecasting and budgets
  Define KPIs that assess budget status and enhance the accuracy of real-time forecasts
  Discover how to create synergy between various sources of internal and external data to drive trial quality improvements
  Understand how the use of big data analytics systems can lower costs by increasing standardizations and combating complexity 

caused by variations in data

2:15 CASE STUDY: Achieve Financial Efficiency Without Compromising Trial Integrity by Utilizing a Hybrid 
Financial Management Approach 
  Discuss the strategies and operational decisions that contributed to the successful financial management of a large multi-centered 

clinical trial coordinated at Tufts Medical Center
  Evaluate study enrollment concerning the budgetary investment and proposed timeline
  Analyze the interplay between reimbursement protocol and flexibility in establishing contract terms that foster win-win outcomes 

for all stakeholders 
  Enhance performance by identifying the need to support, collaborate and constantly evaluate and improve processes

Anastassios Pittas, Principal Investigator, TUFTS MEDICAL CENTER

3:00 Networking Break

3:30 Regulate Clinical Trial Finances by Understanding How Protocol Complexity and Adaptive Design Impact 
Budget
  Consider the relationship between procedural costs and protocol complexity to understand how that relationship affects the total 

clinical trial cost
  Pinpoint factors of trial design that are key drivers of cost to determine decision points for financial planning
  Assess budgets and timelines with consideration for the scope of work involved in a trial design amendment
  Discuss best practices for developing fully detailed trial budgets and preparing total cost estimates

Victor Lucariello, Senior Manager, Business Analytics, CELGENE CORPORATION

4:15 CASE STUDY: The Multimillion-Dollar Question: How to Manage Clinical Trial Costs 
  Analyze Kunal Sampat’s experience managing a $36 million clinical program
  Discuss the vast implications of budget decisions made during the financial planning process
  Recognize the importance of adjusting forecasts and what factors are taken into account throughout a clinical trial
  Identify the best practices for designing trial guidelines conducive to your budget

Kunal Sampat, Senior Manager, Clinical Programs, ABBOTT VASCULAR

5:00 Day One Concludes

Monday, April 1, 2019 / Day One continued
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“Great discussion, exchange of ideas and brainstorming.” 
—Director, Clinical Operations at FLX BIO, INC.

“I learned a lot about other companies’ challenges and 
what could play a big role in success.” 

—Finance Director, BOEHRINGER-INGELHEIM

www.asdevents.com - www.asdevents.com/event.asp?id=19204



8:00 Continental Breakfast

8:45 Chairperson’s Recap of Day One

9:00 INTERACTIVE SESSION: Enhance Negotiation Strategies by Exploring Real-Life Scenarios Through 
Stakeholder Perspectives
  Explore and understand different institution types, their financial structures, and impact on negotiation approach and goals
  Discuss problematic contract clauses, budget issues, and areas of misunderstandings
  Optimize negotiation timelines and clarify the overall goal of both stakeholders

Mark Marquez, Clinical Business Analyst Manager, NEKTAR THERAPEUTICS
Melanie Nobello, Manager, Clinical Research Initiation Services, SUTTER HEALTH

Standardize Operations & Costs
10:00 Discover Strategies to Enhance Stakeholder Relationships and Drive Operational Efficiencies

  Develop sponsor budget efficacies
  Invest adequate time to review budget logistics with internal stakeholders
  Drive institutional compliance through stakeholder collaboration
  Identify payment structures (institutional and sponsor) that minimize account touch time

Gwen Sapper, National System Finance Manager, CATHOLIC HEALTH

10:45 Networking Break

11:15 Redefine How Budgets Are Amended When Encountering Delays and Unexpected Expenses
  Define the most common causes of trial delays and discuss strategies to proactively protect your trial from losing resources
  Understand how protocol amendments impact budgets, timelines, and forecasts
  Discuss the best practices for adjusting resources through the design of a contingency plan

If you’re a solution provider interested in this session spot or excited to share a new product with our audience of 
sponsors and research sites, please contact Michael Williams at (917)258-8586 or mwilliams@exlevents.com.

12:00 Luncheon

1:00 Define a Scalable Financial Supply Chain Management Strategy for Autologous Oncology 
Clinical Trials
  Recognize that patients are both the product and the process
  Manage a financially viable supply chain to ensure a reliable manufacturing workstream, supportive of clinical and commercial 

demands
  Discuss present challenges for clinical supply chain managers to define a scalable financial strategy
  Include considerations for raw material supply, human resource requirements, capital investments and process optimization

Joshua Anderson, Senior Manager, Clinical Supply Operations, ADAPTIMMUNE

1:45 How to Standardize Study Start-Up and Finance Through Negotiation
  Streamline trial finances by implementing standard processes for ensuring transparency of financial reports, data and expenses
  Navigate the obstacles of start-up on various levels and understand how to create synergy that will drive efficiency
  Understand which trial decisions can improve efficiency in managing and creating budgets and forecasts
  Identify common financial benchmarks and discuss best practices for staying on time and on budget

2:30 STAKEHOLDER DISCUSSION PANEL: Cohesive Financial Management in Clinical Trials
  Recognize the rapidly changing landscape of costs in comparison to past
  Assess procedures for budgeting, negotiating, reporting, and sharing data
  Understand the importance of maintaining forecasts and real-time data
  Discuss the future of trial financial management and the role that technologies and service providers play

Nelson Rutrick, CEO, ADAMS CLINICAL
Gwen Sapper, National System Finance Manager, CATHOLIC HEALTH 
If you’re interested in joining this panel, please contact Brianna Conetta at (212)400-6234 or bconetta@exlevents.com.

3:15 Conference Concludes

Tuesday, April 2, 2019 / Day Two
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