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The high cost and failure rate of new drug candidates going through clinical trials is well 

documented and is a recurring subject in research by both industry and academia. (1)
 Further, 

the cost of drug development is a debated topic and there is no consensus on what the “true 

cost” is because of the different methods used for these calculations. (2)
 The lack of adequate 

comparable cost data and value measures also make it difficult for pharmaceutical sponsors 

and trial sites to implement financial benchmarking for planning, costing and budget 

management.  

 

This paper provides an overview of the various tools and practices used in the management of 

pharmaceutical-industry-sponsored clinical research programmes. It also highlights some of 

the key issues and barriers to financial benchmarking and presents a case-study application. 

 

Defining Financial Benchmarking 

 

Per APQC (American Productivity and Quality Center), benchmarking is the process of 

comparing and measuring your organisation against others, anywhere in the world, to gain 

information on philosophies, practices and measures that will help your organisation take 

action to improve its performance. Financial Benchmarking involves the steps of defining, 

collecting, analysing and using internal and external financial data by organisations to 

improve financial processes, deliver cost efficiencies and increase productivity. 

 

 

A Typical Clinical Development Planning Scenario 

 

A clinical-stage biotech company is co-developing a new drug for an oncology indication using 

their proprietary biology platform technology and is planning to start phase 2 clinical trials. 

Their partner pharmaceutical company will be responsible for the study in Europe and the Rest 

of the World (ROW) under a codevelopment and license contract while the biotech will run the 

study in the Americas. The key investigator site (US) would, however, like to conduct a 

financial feasibility assessment to estimate the per-patient cost of conducting the study at their 

site. 

 

How much should we plan for? What’s the budget going to look like? How can we design and 

study to deliver value for money (in terms of patient outcome) and make sure that the data 

quality meets regulatory approval? These are some of the questions raised that can best be 

answered if the parties have comparable benchmark pricing and cost data that they can use 

to plan and budget. 

 

 



 

 

 

 

 

 

Defining Financial Benchmarking in Clinical Development 

 

Definition of benchmarking has changed over time, from the origins (and variants) that define 

it as the process of collecting and comparing a company’s operations performance data to 

external “best-in-class” performance. (3)
 In Pharmaceutical R&D, it’s hard to obtain data or 

figure out what’s “best-in-class” because of confidentiality and IP issues that surrounds drug 

development. (4)
 In view of this, we will suggest a qualified definition, whereby other yardsticks 

can be used to ensure comparability of metrics – for example, median, ratios or indexes and 

accurate analysis of financial benchmarking results. 

 

       Figure 1: The Benchmarking Process (4) 
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Why Clinical Development Organisations Perform Cost Benchmarking? 

 

Cost benchmarking is used to support strategic financial planning, budgeting, resource 

allocation, research sites (e.g. hospitals), budget negotiations, process and productivity 

improvement. It’s mostly used by sponsors to estimate and forecast costs related to clinical 

trial sites – for example, for investigator grants (per-patient cost is the most commonly used 

measure). There is little or no cost benchmark data for sponsors’ internal costs or for their 

suppliers, CROs. An informal roundtable survey during this year’s CBI Clinical Trial Budgeting 

and Forecasting conference (Philadelphia, May 2018) showed that benchmarking might be 

considered difficult in terms of defining the benefits, due to lack of standardisation of metrics 



across the industry. It was, however, suggested by a few participants that practice can be 

improved if pharmaceutical companies could share their benchmarking tools and data with 

clinical research sites, as this would enable standardisation and foster adoption and cost 

transparency in the industry. 

 

 

From our research, it appears that many pharmaceutical companies do not typically conduct 

financial benchmark analysis of their clinical development processes at an organisational or 

portfolio level. It’s mainly performed at the study level to obtain per-patient cost and 

procedure costs or to support their compliance process for Fair Market Value assessments. We 

also learned that benchmarking is difficult to implement because of time and resource 

constraints, variability in study complexity and continuously changing R&D portfolio 

assumptions.  

 

Cost Challenges 

 

● Requires time and financial resource for organisation-level exercise 

● Implementation of outcome will require funding 

● Cost of changing established processes and company practices  

 

 

Barriers 

● Finding true best-practice organisations for comparison 

● Identifying valid comparable data for performance benchmarking 

● Gathering information and data for benchmarking activities 

● Articulating the “value proposition” or benefits of benchmarking 

● Finding the financial resources needed to carry out benchmarking activities 

 

 

Overview of Cost and Budget Benchmarking Areas and Methods 

 

 

It’s often reported that clinical trial grants constitute more that 40% of a study’s total costs and 

it is, therefore, important for pharmaceutical sponsors to ensure payments represent fair 

market value for services that sites perform. Benchmarking of per-patient cost and other 

financial value measures (e.g. ratio of direct cost (site and patient related) to indirect 

management cost (CROs) as illustrated in Figure 2 have been used for budget optimisation 

and cost management. 

  



 

Figure 2. Using Target Cost Efficiency Ratio to Manage Financial Performance 

in a Phase III MS program at Genzyme, (Informa Budget 

Workshop Presentation, April. 2012) 

  

        

 

In addition, fees and costs for tasks and deliverables, such as informed consent, patient visits, 

IRB fees, healthcare practitioner fee, routine tests, study coordinator cost per visit, pharmacy 

fee, patient reimbursements and clinical trial procedure costs vary over time, hence it is 

important to determine current market prices for these items. Table 1 provides an overview of 

the different strategies, practices and tools that are available to sponsors, clinical research sites 

and CROs.  



Table 1: Overview of cost and budget benchmarking practices and tools 

 

Practice or Tool 
Cost Category: Site, 

(s) CRO, (c) or 
Ancillary Services 

Benchmark Method/ Data 
Source Financial Process 

ClearTrial (Oracle) C 
Proprietary activity-based 
costing algorithm 

Planning, budgeting and 
forecasting 

Companies' in-house 
budgeting tools S, C, A 

Resource and cost estimation 
algorithms (parametric formula, 
tasks time, cost drivers and 
ballpark generators) Planning and budgeting 

Consultants and specialty 
providers (e.g. FMV and 
payments solutions; 
Polaris, DrugDev) S 

Combination of methods, 
sources and analysis 

FMV compliance and cost 
forecasting 

CostPro (IQVIA) C Final award budgets Planning and budgeting 

CROs/service provider 
quotes and proposals S, C, A 

Internal pricing models and 
actual cost paid from past 
projects 

Planning, budgeting and 
forecasting, supplier pricing 
benchmark 

GrantPlan (IQVIA) S 
Executed US contracts 
submitted by subscribers 

Planning, budgeting and 
forecasting 

Grants Manager 
(Medidata) S 

Negotiated US budgets 
collected from subscribers 

Planning, budgeting and 
forecasting 

Independent analysis and 
reports on trial costs 
(academic studies, 
government reports and 
commissioned research) S mainly 

Websites, databases and 
publications 

Planning, budgeting and 
benchmarking 

KMR Clinical Trials Costs 
Study and on-line 
application S, C, A 

Datasets and analysis from 
benchmarking study Planning and budgeting 

Published standard costs 
(hospitals’ pricing, 
insurance claims, 
government and research 
authorities) S Websites and databases Planning and budgeting 

TrialValueapp Platform S, C, A 

Expert knowledge, publications, 
price lists, quotes, surveys, 
industry databases, proprietary 
algorithms/models 

Planning, budgeting, financial 
benchmarking and budget 
optimisation 

US CMS open payments 
database S 

Aggregate of actual payments 
submitted by sponsors FMV compliance 

 

 

 



 

 

Value Creation Through Financial Benchmarking  

 

Financial benchmarking enables pharmaceutical sponsors to find ways to optimise cost 

structures, generate efficiencies through cost savings and design program specification for 

cost. With timely recruitment, monitoring and a shorter cycle times being key to the success of 

clinical programs, cost benchmarking has become more important to the industry to manage 

R&D costs. Overall financial benchmarking can act as a catalyst for improving the clinical trial 

processes by enabling better planning and optimal use of resources. To illustrate this using a 

case study: 

 

 
Case Study: TrialValue A.I.+: Applying machine-learning-enabled budget 

benchmarking model for financial planning and budget optimisation 

 

Using key project inputs and assumptions, such as number of patients, indication, study design, 

location and phase, a machine-learning algorithm predicts the fair market value investigator 

fee-per-patient from a proprietary cost dataset (sample size >10K trial simulations). The results 

of the analysis, shown in Table 2 and Figure 3, illustrate how the TrialValue A.I.+ model 

provides an opportunity to improve budget performance (potential savings) by 15% to 20% for 

investigator fee, when compared with the historical average investigator fee for oncology phase 

III studies conducted in the period 2012 to 2013. 

  



 

 
Table 2. Investigator Budget Benchmark for Oncology Clinical Studies Scenario, 

Showing Mean 

Historical Cost vs. TrialValue A.I.+ Optimisation Prediction Model. 

 

Benchmark 
Data Source 

Therapeuti
c area Location 

No. of 
patients

* 

Est. no 
patients/

site* 

Regulatory 
status* 

Inv. Fee 
per patient 

(mean) 

Total Inv. 
Fee 

Budget 
Optimisation 
Opportunity: 

TrialValue 
A.I.+ model 

vs. IMS 
GrantPlan 
(av. study 

duration = 3 
yrs. All 
studies 

randomised) 

TrialValue 
A.I.+  

(model 1) Oncology 
N. 

America 200 10 NBE $15,844 
$3,168,80

0 15.06% 

TrialValue 
A.I.+  

(model 2) Oncology 
N. 

America 200 20 NBE $14,599 
$2,919,80

0 21.74% 

IMS Health 
GrantPlan 

(2012-2013) Oncology 

N. 
America, 
Europe, 
LatAm 

and Asia 200 10 All $18,654 
$3,730,80

0 

*Estimates 
and 

assumptions 
 

 
 
 



 

Figure 3. Comparing a Machine-Learning Benchmark Model to Historical Cost Data  

(Source: TrialValue A.I.+ Algorithm and Author’s Analysis, 5 2018) 

 
 

 
Conclusion 

 

There is a wide range of tools and practices that are currently used for benchmarking 

financial aspects of the clinical development process. If deployed correctly, they can provide 

many opportunities for clinical development organisations to improve the financial 

planning, budgeting and performance of their investment and efforts. These benefits can be 

achieved if the industry adopts an open, systematic and standardised approach to 

benchmarking costs, pricing and other clinical development value measures.  
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