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Challenges with Cash Management  
and Reforecasting Clinical Trials

Clinical trials are becoming increasingly complex, particularly 
with broader scopes, globalisation, changing and expanding 
regulatory requirements and a greater number of players such 
as contract research organisations (CROs), sites, laboratories 
and vendors. As a result, the estimated cost of bringing a 
drug to market in the US is $1.3 to $1.7 billion, with the costs 
of conducting a clinical trial representing one of the biggest 
expense categories for biopharmaceutical companies.2

It’s no wonder the forecasting of clinical trials remains 
challenging. When you consider the inevitable changes that occur 
in a clinical trial, it seems from day one, it can feel as if your 
forecast is a moving target and reforecasting is nearly impossible. 
In this eBook, we discuss the consequences of poor forecasting 
and tools that are available to assist with accurate financial  
forecasting.

Consequences of Poor Forecasting
A history of poor, inaccurate forecasting for clinical trials reduces 
the confidence in the forecast, by you, the sponsors and investors; 
31.5% of companies surveyed by Bioclinica stated that they were not 
confident in their ability to forecast.

This ultimately affects the way that cash is managed throughout 
the trial. Having less cash on hand could prevent site and vendor 
payments, leading to site dissatisfaction. Having more cash on 
hand than needed will affect the ability to invest back into your 
organisation and drive inefficient cash flow.

To help manage the cash flow more efficiently, ideally, you 
would be able to reforecast against actual expenses throughout the 
duration of the trial, particularly given the likelihood of ongoing 
changes. However, because of the lack of access to these actual trial 
data, reforecasting can be exceptionally difficult and a seemingly 
impossible task given the need to manually compile and evaluate 
the financial information.

Due to the inability to monitor actual expenses and update 
the forecast accordingly during the trial, the variance between 
expected and actual costs has to be reconciled at the end of the 
trial. Unfortunately, there is typically an error of 50–70%, which can 
significantly impact profitability and margins.

For life science companies in general, the variance at the end 
of the trial is ≥16%,1 despite nearly 70% of companies surveyed by 
Bioclinica stating that they will accept an error rate of only ≤10%.

The issue with these errors was highlighted by one recent trial, 
in which there was a >$1,000,000 discrepancy at the end of the 
reconciliation. Finding the funds to cover the unexpected variance 
compromised cash allocated for future trials.

In addition, owing to the inaccuracies and storage of data across 
multiple locations, you are unable to use these data to forecast future 
trials, despite the benefit of financing R&D based on historical data.

Furthermore, future forecasts are unable to account for 
continuous changes in the field of clinical trials3 and inevitable 
increasing costs for regularly budgeted items.4

Why is Forecasting So Challenging?
With the track history of completed trials for the majority of 
the sponsors and CROs involved in drug development, why is 
forecasting the financial requirements for a new clinical trial so 
difficult?

As mentioned, changes to the trial, often nearly as soon 
as it begins, affect expenses and payment timing. Unexpected 
protocol amendments, delayed subject recruitment, site or subject 
withdrawal and poor site performance in patient follow-up or 
timely data entry delay trial completion. In fact, only 10% of trials 
are completed on time.2 Add to this contract changes with vendors 
and sites, and you begin to understand why it becomes difficult to 
stay on top of the financial requirements and accurately reforecast 
the trial.

Successful completion of clinical trials has been facilitated 
by globalisation, with access to more patients, particularly for 
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more rare diseases and conditions, as well as treatment-naïve 
patients. However, this increased patient pool is accompanied by 
financial challenges, including multiple currencies, differing tax 
structures and amounts, governmental fees, and site costs that 
might have to be divided by investigator and slightly different 
regulations by country. In addition, compiling and reconciling 
reports and expenses from each of the countries can be a logistical  
nightmare.

Other developments in clinical trials, including adaptive 
designs, allow for smaller sample sizes or more appropriate 
samples, a more efficient treatment development process and a 
greater chance of correctly answering your clinical question. Not 
only do these designs require more work upfront when developing 
the trial protocol, but they also create uncertainty regarding trial 
costs. As the trial is modified to account for accumulating data, the 
number of sites/patients, treatment arms and site agreements will 
likely change, affecting the initial forecast and requiring ongoing 
reforecasting.

Moreover, most of the available tools to forecast and 
reforecast the financial requirements for clinical trials, such 
as Excel, require manual data entry from your EDC or other 
data collection methods. This pro- cess is prone to errors, 
exacerbating an already difficult task. Despite the knowledge 
that changes will occur, the specific modifications cannot be 
foreseen, resulting in reforecasting challenges. The lack of data 
transparency makes it very difficult to monitor payments in 
real time, particularly given the number of entities that require 
payments (e.g., sites, vendors, tax agencies, governments). This 
contributes to the retrospective request for funds at the end of 
the trial and renegotiation with sites after the actual expenses are  
calculated.

What is the Solution?
According to a recent Bioclinica survey, the majority of sponsors 
stated that a technology tool purpose-built for clinical trials would 
help them to improve forecast accuracy. Instead, 57% of companies 
currently use Microsoft Excel, which is an error-prone solution that 
is not scalable. It’s no wonder that most companies find it difficult to 
manage and forecast trials and have a lack of trust in their financial 
capabilities.

Now, imagine a product where you have access to actual data-
driven payments that are based on pre-agreed upon data and 
integrated into a comprehensive forecasting solution. This system 
would include site-negotiated payment terms as well as expenses 
that seamlessly integrate with your EDC. Data entered in the EDC 
by the sites would be available in the financial software almost 
immediately, creating visibility into the data and need for payments 
or payment adjustments. 

Financial system integrated with your EDC, 
with automated payments

Such a system would provide actual data as they become 
available, with which accurate and timely payments could be 
made to sites, vendors and tax agencies in real time. Positive 
site behaviour is encouraged and reinforced because complete 
and accurate data entry is required before payments are  
issued.
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This would eliminate the need for manual data re-entry for 
reforecasting and reconciliation of actual expenses at the end of 
the trial. Instead, payments, actuals and variance are transparent 
throughout the trial lifecycle, enabling decisions regarding the 
trial and financial health as the trial progresses. Confidence in the 
forecast is restored, enabling appropriate planning of cash flow and 
reserves, and better, more accurate R&D plans can be established 
based on a history of actual data and expenses.

With less required effort to determine the financial health of 
your trials, you can make informed, strategic decisions about the 
future of your trials.

Conclusion
The continued ability to accurately forecast the costs of clinical 
trials drives better decision-making and clinical trial efficiencies. 
Appropriate and effective tools that compile your data in one 
location and adapt to changes in the trials can help achieve this 
goal.

REFERENCE

1. Grygiel A. The Struggle With Clinical Study Budgeting. Contract 
Pharma. Oct.11, 2011. Accessible at: www.contractpharma.com/
issues/2011-10/view_features/the-struggle-with-clinical-
study-budgeting/

2. Pharma industry: Still not budgeting accurately. CenterWatch. 

Aug. 8, 2011. Accessible at: www.centerwatch.com/news-
online/article/2039/pharma- industry-still-not-budgeting-
accurately#sthash.SskmRqC3.dpbs

3. How accurate is your Clinical Supply Forecast? Clinical Trials 
Arena. Feb. 25,2016. Accessible at: www.clinicaltrialsarena.com/
news/supply-chain/how-accurate-is-your-clinical-supply-
forecast-4821982

4. The key pillars of clinical trial budgeting: preparation and 
flexibility. Clinical Trials Arena. Aug. 12, 2015. Accessible at: 
www.clinicaltrialsarena.com/news/ finance/the-key-pillars-
of-clinical-trial-budgeting-preparation-and- flexibility-4643547

Market Report


