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Driving by Data: 
A Faster, Better Road to Market

The clinical development path is rife with complexity that 
can stall or stop a drug’s journey to market. Trial timelines are 
lengthening, partly due to the increasing complexity of study 
protocols that also produce higher costs, lower enrolment rates, 
and time-consuming, unplanned protocol amendments. While 
there is no single transformative solution to streamline clinical 
development, biopharmaceutical companies can take common 
sense steps to mitigate risks, control costs, improve efficiency, 
and gain competitive advantage.

Clinical trials are taking longer to complete, imposing 
unwelcome costs on companies and delaying the delivery of drugs 
to patients who need them. An analysis of industry benchmark data 
showed that studies initiated between 2014–2016 had an average 
cycle time (start-up through treatment phase) of 75.1 weeks. That’s 
a 37% increase from the average of 41.5 weeks for trials launched 
between 2003 and 2005.1

A disproportionate amount of the overall timeline for a clinical 
trial increasingly is spent in the start-up stage due to several factors:

• The volume of studies in complex indications is rising – 
these protocols typically include more procedures, more 
data collection, and longer set-up times (by sites and at the 
regulatory level);

• Selecting sites has become increasingly challenging and time-
consuming due to an increased number of competitor trials and 
fast-changing local laws and regulatory requirements;

• Getting contracts and budgets negotiated is difficult because 
increasingly complex protocols place higher demands on 
investigative sites, yet companies still need to control costs; and

• The prevalence of targeted therapies, genomic medicine and 
orphan disease drugs means more trials are seeking smaller 
subsets of patients, requiring sophisticated outreach and 
logistics. 

Then there are self-inflicted problems that contribute to the 
trend of longer trials and higher costs.

In the planning stages, too many companies are choosing 
countries, sites, or investigators based on anecdotal evidence rather 
than objective quality and performance data. 

Companies too often set up trials with independent operations 
teams that focus on their own spreadsheets, to-do lists, and 
deadlines, with little sense of the big picture and insufficient 
coordination. For example, a team charged with getting site 
contracts signed will operate separately from a team tasked with site 
initiations, yet these two activities cannot be effectively pursued 
independently. 

Protocols may be scientifically rigorous, but are frequently not 
vetted at investigational sites for practicality, nor designed with the 
patient in mind. Once committed, protocol design errors can affect 
a study’s entire life-cycle from start-up to patient recruitment to 

data analysis. As design flaws reveal themselves, protocols undergo 
multiple amendments, increasing costs, lengthening timelines, 
aggravating sites, and generating reams of paperwork.

To improve the conduct of trials from study feasibility and 
planning through investigator and patient recruitment and through 
to completion, companies need integrated trial management 
methodologies and enabling systems. While there is no single 
transformative solution to these problems, the following process 
improvements can help companies steer a faster, straighter path 
to market.

Optimise for Practical, Patient-centric Protocol Design
To be operationally sound, a protocol must account for projected 
recruitment rates, clinical demands at sites, and the realities of 
patients’ lives.

Reviewing available data sources can ensure a protocol defines a 
realistically large population, and increases the chance of successful 
recruitment. For example, electronic health records (EHRs) and/
or recruitment rates reported in previous studies of similar patient 
populations can guide adjustments to inclusion/exclusion criteria 
(within the bounds of the scientific rationale for the study) to 
maximise the available population.

Not every therapeutic area lends itself to this type of analysis – 
for example, it won’t help when entry criteria require extensive 
use of unstructured data in the notes section (e.g., tumour type) 
rather than straightforward structured data like blood pressure 
measurement. However, for the right protocol and with the right 
data source, a comprehensive review can inform changes that save 
time and prevent costly protocol amendments.

Gathering feedback from investigational sites, medical experts 
and patients also will optimise study design and data collection. 
The driving factor behind many slow start-ups is a protocol that 
investigators don’t like, yet sponsors rarely conduct a systematic 
assessment of investigator interest until the site identification phase 
of a study, which is too late. A simple fix is administering pre-study 
surveys to assess investigators’ motivation and potential barriers 
to participation.

Too often, the impact of study participation on patients is 
poorly researched. A patient burden analysis can highlight problems 
from a patient’s perspective and identify protocols with overly 
long or demanding procedures. The average study collects over 
one million data points, yet less than a third of those are used in 
assessing the primary endpoint. Protocols must be pruned to collect 
what’s needed without placing needless burdens on patients and 
investigators.

Use Data More Effectively to Select Countries and Sites 
Picking the right countries and sites is crucial to trial success 
because it can impact the setup time, recruitment rates, data quality, 
and regulatory viability of the results. Traditionally, countries have 
been selected based on anecdote and past experience. But we now 
have access to data to make more informed decisions, as well as 
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sophisticated technologies to visualise and interpret that data. 
It’s critical to consider all relevant financial, clinical, medical, and 
regulatory risks and benefits before finalising a country list.

For example, differences between countries in standard of care, 
transportation infrastructure, availability of advanced equipment, 
or regulatory paperwork requirements can throw off trial timelines 
in disastrous fashion. Data-based due diligence can mitigate these 
risks. Gathering country-specific data on multiple parameters 
allows companies to analyse the most important factors and 
produce an optimised country footprint. 

Sometimes, factors such as strategic marketing considerations 
will take precedence over a purely data-driven list of optimal 
countries (e.g., a country may need to be included because it’s 
required for launching a product at a targeted reference price). But 
that will work only if most other countries on your list have been 
chosen wisely, and if discussions about additions/deletions occur 
in the context of objective data. Even in cases where it’s too late 
to modify a pre-specified country list, data can help quantify the 
magnitude of risks and suggest mitigations. 

After selecting countries, trial planners must identify and 
choose investigative sites. Again, without comprehensive and up-
to-date site intelligence, selection is often subjective, which can lead 
to omitting or rejecting sites that may be key to reaching the right 
patients. 

Rushing to start up sites that then perform poorly is of little 
value. Each site should be evaluated on: 
1)    its ability to produce quality data (i.e., data that stands up to 

verification); and 
2)   its ability to recruit patients at the target rate. These two data  

points cannot be decoupled, as high enrolment means nothing 
if the data are poor. Patient recruitment in previous studies is 
a simple measure and a good indicator of future performance, 
yet there is remarkably little solid data available, since many 
organisations are surprisingly poor at maintaining records, 
let alone seeking external sources that could enhance the 
reliability of their own data. Prior performance in start-up can 
be measured by clinical site agreement (CSA) and site regulatory 
package (SRP) cycle times (among other metrics), and are 
credible indicators of future performance. 

Even after a site has made the short list of preferred sites, 
further due diligence is required. Final scoring and tiering of sites 
should be based on (among other things) the commitment of lead 
investigators, local institutional review board (IRB) procedures and 
suitability (for example, an otherwise wonderful site may not be 
well-suited for a trial studying an ultra-rare genetic disease). Again, 
technology allows us to be much more scientific and systematic 
about the way we continue to score sites so we can take some of the 
softer decision-making out of the process.

Leveraging site knowledge and relationships is key. Sites with 
strong ties not only prioritise and expedite their own internal 
start-up processes, but they can advocate to speed processing and 
administrative aspects of local start-up within their respective 
countries. Strong site relationships can shave about 10% off study 
start-up (SSU) cycle times and boost patient recruitment by as much 
as 50% versus traditional sites.

While no country or site selection algorithm is perfect, 
companies that invest in data-driven methodologies can reap 
significant downstream time- and cost-savings.

Translate Strategies Into Integrated Operational Plans
Securing early study milestones is critical to the overall success of 
a study. The key drivers of successful study start-up are strategy, 
integrated planning, and coordinated, cross-functional execution. 
To accelerate study launch, there needs to be an immediate 
mobilisation of resources, aligning and coordinating the translation 
of the strategy into coordinated operational plans (not just for start-
up, but for the entire life-cycle of the project).

Continuity of strategy is key; ensuring consistent application of 
the strategy throughout all planning, alignment to the same goals 
and ultimately, successful and timely study launch and quality-by-
design-based project life-cycle management.

Drive Start-up and Manage Activities to the Critical Path
There are many moving parts to a clinical trial, and during start-up 
the number and interdependency of these increase exponentially. 
Traditionally siloed teams can’t accurately prioritise interdependent 
activities (e.g., furiously chasing a site for a CSA when IRB approval 
is not expected for six weeks). Prioritising tasks and anticipating 
bottlenecks boosts efficiency because small setbacks or narrowly 
missed deadlines at the site level can snowball into big delays for 
the entire study.

Aligning the discrete (and often concurrent) activities of start-up 
and managing them on a critical path is mission-critical to efficient 
and expedited start-up. Industry benchmarking data suggest that 
application of critical path management techniques can cut up 
to 21% off industry average cycle times for final protocol approval 
(FPA) to first site initiated (FSI), and 12% off FPA to last site initiated 
(LSI) overall.2 Like air-traffic control, centralised oversight and 
risk management decreases confusion and promotes consistency, 
especially if there are multiple partners and vendors involved, 
which is common in large, multinational trials. 

Using effective and disciplined critical path management, we 
were recently able to achieve significant acceleration of start-up 
cycle times for a large, multinational Phase IIIb study in oncology 
(4000 patients, 150 sites, 19 countries). FSI was accomplished in only 
three weeks from time of site selection, with clinical site agreements 
(CSAs) fully executed in just two weeks. The first subjects were 
screened within five weeks of site initiation.

Monitor Metrics and Risk Indicators in Real Time
Tracking the workflow of a multinational clinical trial requires 
sophisticated, intelligent, automated systems that can detect 
problems early and guide users to mitigate risks. Dynamic analytics 
based on real-time data should be used to drive informed decisions. 
Supplying teams with technology to visualise, identify, and manage 
risks according to their criticality helps ensure that everyone is on 
the same roadmap to meet milestones and targets.

Leading metrics, risk indicators, and first-time-quality flags are 
all essential to successful proactive management of start-up and 
operational execution. There are many types of leading metrics 
(including quality, cycle times, and budgets) that are available in 
real time and trackable via systems software that can alert you when 
a trial is not proceeding as it should. 

Visualisation, analytics, and reporting solutions should enable 
management of start-up tasks from the macro (i.e., portfolio, 
project, country) to the micro (i.e., site, investigator) level. Aided 
by technology, teams can drill into daily management of activities 
on the critical path to deliver site activation targets. It is essential 
that technology solutions enable the user to quickly identify the 
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specific area of a bottleneck (whether on a study/process level or 
a specific site progress level). Studies using fit-for-purpose tools 
have delivered up to a 30% reduction in cycle time from FPA to site 
initiation visit (SIV).    

If a problem with an ongoing trial has been identified and 
characterized with real-time analytics, it can be fixed before it 
derails the study. The intervention required may be small and 
targeted, or large and comprehensive, but either way a problem 
tackled early is easier to fix than one that has festered.

Engage With and Educate Patients 
Recruiting patients is the most important part of getting a trial 
completed on time, yet, by necessity, it’s often pursued by 
investigators and sites on a part-time basis. In the rush of optimism, 
and the frenzy of planning for a new study, patient recruitment and 
retention tactics are often an afterthought, sometimes viewed as an 
unnecessary expense – until enrolment lags, jeopardising the study.
Therefore, companies must commit to supporting sites in educating 
and engaging patients.

The number one reason only about 10% of patients take part in 
clinical studies is a lack of awareness about their options, according 
to the ECRI Institute’s definitive study.3 Other reasons can include 
cumbersome informed consent procedures and inconvenient study 
designs with unrealistic data collection demands. 

Targeted, patient-centric interventions can accelerate and 
sustain enrolment in a trial, allowing sponsors to complete studies 
in timely fashion even in a shifting therapeutic and reimbursement 
landscape. The key is that such interventions are a planned part of 
the overall study strategy and not a bolted-on response to a failing 
study.

For example, a recent Phase III oncology trial faced an 
enrolment slump because halfway through the trial a competing 
product was approved for national reimbursement and quickly 
became the gold-standard treatment. Patients, naturally, were 
less motivated to enroll in a research protocol. The solution was 
threefold: 1) An outreach programme to better engage patient 
advocacy groups (PAGs) through social media and to leverage the 
PAG-run disease education programmes at the point of care; 2) a 
minor protocol amendment, devised by statisticians, to loosen the 
trials’ overly strict prescription for follow-up visits and enable sites 
to adhere to a more realistic, practical schedule; and 3) bolstering 
physician referral systems by establishing relationships with key 
opinion leaders in the field. 

Better Planning and Start-up Prevents Costly Inefficiencies & Delays 
Clinical trials are staggeringly expensive, and with designs growing 
more complex, and competition for sites and patients increasingly 

fierce, getting them right the first time can be the difference 
between success and failure – for new drugs and for companies. 
Inefficiencies and mismanagement cause delays, which can add 
significant incremental costs, loss of competitive edge for the 
product, and frustrate both sites and patients. 

The costs of investing in feasibility studies, protocol 
optimisation, start-up strategies, and disciplined critical path 
management are negligible compared to the expense and risk of 
delays and rework. Proper planning, management, and execution 
can help companies avoid these delays and costs, while easing 
the burden on sites and patients and maintaining the competitive 
advantage their science confers. 
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