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Patient-centricity on Trial

Abstract
The pharmaceutical industry has a problem; clinical trials are 
failing to recruit and retain the required number of patients 
at an alarming rate. The statistics are damning, with 46% of 
clinical trials failing due to poor recruitment, 50% of sites 
enrolling one or no study participants and 80% of trials being 
delayed by at least one month. Underperformance in these 
key areas is having a significant impact on the commercial 
achievements of the companies, as well as a detrimental delay 
in getting new medicines to those who need them.

The answer, it seems, may lie with patient and public 
involvement in trial design, which has been demonstrated 
to improve patient enrolment, especially where they have 
included people directly affected by the disease in question. It 
seems that a patient-centric approach is not only the right thing 
to do, but it is also critical to improving recruitment, retention 
and ultimately the success of clinical trials.  

The recent ubiquity of ‘patient-centricity’ supports this notion, 
with every company allegedly building patient-centric trials. 
However, when you dig a little deeper, it becomes clear that 
the clinical trial and pharmaceutical industry still has a long 
way to go, and that in reality patients are still being overlooked. 

This article explores the importance of patient-centricity in 
clinical trials and identifies key lessons that we can learn from 
some of the world's leading consumer brands such as Apple, 
Amazon and Uber – brands who truly understand what it 
means to put customers at the centre of their activities.

The Commercial Implications of Failing Clinical Trials
Today, there are over 300,000 clinical trials registered worldwide, 
with over 52,000 of them actively recruiting patients1.

This is one of the industry’s biggest challenges, with clinical trials 
simply unable to recruit and retain the required number of patients. 
The statistics are shocking, with 46% of clinical trials failing due to 
poor recruitment, 50% of sites enrolling one or no study participants2, 
and 80% of trials being delayed by at least a month3.

It is these unacceptable delays in drug development that 
are a major contributing factor to the escalating costs of drug 
development. Recent estimates suggest that, adjusted for inflation, 
it now costs 80 times more to develop a new medicine than it did 
in 19504. Manufacturers are losing more than $1.1BN in ‘time costs’ 
alone, for every drug programme funded3.

So, what’s going wrong?
For a start, there were fewer trials being run, which means fewer 

choices for patients. The number of trials has skyrocketed, with an 
astonishing 13,000% more trials registered in 2018 than in 20001 
[Figure 1].

To put this astronomical rise in context, the number of trials 
alone registered on clinicaltrials.gov has grown significantly more 
than Amazon’s entire sales revenue in the same time period (8,306% 
between 20005 and 20186). Unlike Amazon, however, the industry 
has failed to adapt and deal with the challenges this brings.

Most trial recruitment follows the archaic model of hospital 
database recruitment and healthcare professional referrals, with 
retention efforts doing little beyond handing patients a cheap 
branded water bottle in return for their valuable time and priceless 
health data.

The rules of engagement have changed. Recruitment is more 
competitive than ever, with many more sites competing for the 
same pool of patients. Over the same period, the way people interact 
with consumer brands has changed beyond recognition and this has 
coincided with a transformation in our expectations.

The average person is thought to see as many as 3000 
advertising messages every day across all media7. The competition 
for share of voice when it comes to clinical trials goes well beyond 
just competing trials, but has expanded across alternative and 
holistic therapies, as well as powerful consumer brands such as 
Apple, Facebook, Amazon and Nike. Trial recruitment now must 
compete against a ‘wall of communication noise’, where brands win 
over consumers by engaging, empowering and valuing them with 
personalised offers, loyalty schemes and retention programmes8.

Figure 1: Number of successful drugs authorisations compared to ballooning number of 
studies and costs1,9

How do we make clinical trials fit for the modern day whilst 
ensuring highest quality compliant science?
The answer may lie in greater patient and public involvement (PPI). 
Evidence suggests that PPI improves patient enrolment, especially 
when those people affected directly by the disease have been 
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Figure 3: Studies that improve the patient experience have a higher chance of achieving 
new drug launches 11

Figure 2: Number of trials citing patient-centricity over time11

consulted10. It just makes sense that more solutions may be found 
using a patient-centric methodology. 

 
Of course, patient-centricity is not a new concept; it has been 

around for as much as a decade in clinical trials, and the number of 
trials citing patient-centricity is on the rise11 [Figure 2].

What does patient-centricity mean and how can we improve it?
Patient-centricity in its purest form is the consideration of the 
patient and their experience throughout every single touch-point 
in their clinical trial journey.

 
It’s important to remember that being a patient on a trial is not a 

job. A trial becomes a part of a patient’s life, and must fit in around 
their family life, their job and other day-to-day responsibilities they 
must contend with.

Clinical trial participation can be time-consuming and may 
require a significant commitment, which is why understanding and 
addressing the ‘normal everyday practicalities’ is just as important 
as developing high-tech solutions to improve the trial experience 
as a whole.

 
What are the advantages and drawbacks of patient-centric trials?
‘Patient-centric’ trials aren’t just simply a nicer touchy-feely 
experience for patients, but they may also run more effectively 
than most traditional trials. A recent analysis by the Economist 
Intelligence Unit found that studies focused on making participation 
as easy as possible for patients showed a 10–20% increase in 
likelihood of reaching market authorisation and launch, compared 
to drugs developed without a patient-centric methodology11. 

 
Patient-centric trials can also accelerate the recruitment 

process; on average patient-centric trials took three months less 
time to recruit 100 participants (four months) than traditional 
ones (seven months)11. That three-month difference is even more 
significant when considering not only the additional costs of 
study development but the lost opportunity costs for commercial 
developers [Figure 3].

An extensive review published in the BMJ last year found that 
involving people with ‘lived experience of a health condition’ 
improves clinical trial enrolment. Understanding and improving 
the patient experience makes as much sense for researchers and 
the pharmaceutical industry as it does for patients’ wellbeing and 
satisfaction10.

  
In the United States, the FDA has been a pioneer in the design 

and implementation of clinical trials that recognise the importance 
of patient voices. This emphasis on the significance and increase 
in patient-reported outcomes in trials is a result of increased 
awareness of the levels of engagement in patient-centric trials12. 
The Patient-Centered Outcomes Research Institute (PCORI) is very 
much focussed on determining relative effectiveness of medicines 
using patient-centred outcomes, promotes patient involvement, and 
funds patient-centred research.

There’s been a significant increase in the number of trials that 
are using patient-reported outcome (PRO) measures to capture 
data required for marketing authorisation applications. PROs can, 
however, be considered to be too patient-centric, because in many 
cases, clinical trial data is collected away from the trial sites, in the 
patient’s own time. PROs tend to capture ‘softer’ quality of lifestyle 
data, often dependent on the patient’s subjective experience. 
Nevertheless, PROs are having a positive impact on both the patient 
experiences and the industry13. 

Adapting data capture to become more patient-centric does 
not stop at PROs. Reducing the amount of data being captured 
by streamlining supplementary endpoints is one way of 
improving the patient experience. In theory, fewer data points 
mean fewer time-consuming tests and procedures for patients. 
But clearly this depends on the study design and hypotheses 
being tested.

The disadvantage of reducing data points may hinder the 
capture of broader data required to find evidence for efficacy 
or safety, if a trial fails to meet its primary endpoints, and by 
reducing the data set being collected for the benefit of the patient 
experience, sponsors may be putting their marketing authorisation 
application at risk.

 
There is often a disconnect or conflict between research 

topics that patients want and prioritise (quality of life), and those 
actually investigated, and of focus for academic centres of the 
pharmaceutical industry (for drug development), exacerbated by 
economic constraints. In the UK, the traditional paradigm is being 
inverted using a robust, replicable framework to better engage and 
involve patients right from the start with patient-led research14.

On balance, it seems clear that clinical trials benefit from patient 
involvement for both trial design and patient recruitment. 

 
Exploring the current standard of patient-centricity –  
is it good enough?  
Clinical trials are now established as the lifeblood of the 
pharmaceutical industry. Patients at the centre of these trials have 
traditionally been viewed through an ethical or regulatory lens, 
with guidance such as the Nuremberg Code15, the Declaration of 
Helsinki16 and the International Conference on Harmonisation 
Good Clinical Practice Guideline ensuring the rights and safety of 
patients17. 

 
The recent ubiquity of the term ‘patient-centricity’ suggests that 

this has been taken to new levels, with more and more companies 
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building in their own take on patient-centricity within their clinical 
trial processes. Dig a little deeper, however, and it soon becomes 
apparent that both academia and the industry have a long way to go, 
with patients often still being overlooked in practical terms.

Consider the way clinical trials traditionally communicate with 
patients. Recruitment adverts are often couched in impersonal and 
functional language tailored to the needs of sites and not to the 
needs of patients. ‘Do you have asthma? Are you 18–35 years old? 
You might be eligible for our study.” This is the industry standard for 
attracting patients to a study, however this lacks the sophistication 
of the advertising we see from commercial brands and is the 
equivalent of Nike asking you if you have feet [Figure 4].

Figure 4: Mock advertisement for a consumer product if the brand were to use the 
principles currently used in clinical trials

Who can we learn from? 
The customer-centric model is not new. The clinical trial community 
can learn a great deal from leading global consumer companies such 
as Amazon or Uber. 

By understanding that to create products or services that 
consumers really engage with, it’s an absolute imperative to 
consider their customers’ every need and then include them in 
the process. Involving the consumer in the development journey, 
maintaining dialogue, taking their feedback seriously, listening and 
refining and optimising the experience is fundamental to ongoing 
success. Moreover, it engenders trust, promotes loyalty and creates 
brand ambassadors.

Let’s take Apple as an example. The company has taken the time 
to truly understand its customers and uses this understanding to 
make conscious business decisions, which ultimately improves the 
customer experience.

Apple understands that simplicity is key, and that anything that 
they can do to make the use of their products more convenient 
has a positive impact on the end user. Examples of this include 
the connected ecosystem that they have created between their 
different products, allowing your watch to speak to your phone and 
your laptop, as well as introducing services such as Apple Pay so 
consumers pay with a simple tap of their smartphones instead of 
having to go through wallets or purses and use their bank card.

The retail experience at Apple is both innovative and 
revolutionary. Instead of picking up items from the shelves and 
carrying them to a cashier to pay, Apple introduced their ‘Town 
Square’ model where customers are encouraged to interact with the 
products as well as sales staff in a more engaging environment. This 
change was based purely on the customer experience and has led 
to a shift in the way that many companies approach their in-store 
sales18.

As clinical trial recruitment becomes more and more competitive1 

we should be adopting and adapting the best practices of the proven 
experts in recruitment and retention – large consumer brands with a 
loyal customer-base. Certainly, people with ill health do not engage 
with medications or healthcare services (including clinical trials) in 
exactly the same way as choosing a consumer brand, nevertheless 
similar approaches may be applied constructively and compliantly 
within the clinical study setting.

Early Adopters are Reaping the Rewards                                                    
There are already some sponsors who are leading the way, 
embracing this paradigm shift and seeing exceptional results. 

In 2016, Sanofi completed a virtual Phase IV diabetes trial called 
VERKKO, using a patient-centric online clinical trial platform and 
a 3G-enabled wireless blood glucose meter, in a completely remote 
clinical trial setting.

Sixty patients, all recruited through Facebook, participated 
in the study. The results exceeded expectations, with an 
81% conversion rate among patients who showed interest in 
participating and a less than 10% dropout rate. This valuable proof-
of-concept trial shows new models of clinical trial recruitment and 
retention can work19.

A Silicon Valley tech company, working in partnership with the 
American Sleep Apnea Association, recruited a staggering 1000 
patients for a large-scale web-based sleep study in less than 24 
hours20. When further considering announcements such as the joint 
healthcare venture between Amazon, J.P. Morgan and Berkshire 
Hathaway – called Haven – there can be little doubt that we will 
see many more of these sorts of large-scale virtualised real-world 
studies21. 

Conclusion 
The current model isn’t working, yet there’s a temptation to hold 
onto the way we’ve always done things. It’s no surprise at all that 
we are now seeing companies like Google and Amazon expanding 
their offering into healthcare. 

They know that the future is customer-centric and they know 
their strength in this area will give them the edge over current 
academic and industry incumbents.

For researchers and commercial drug developers, this isn’t 
about making ‘brave’ business decisions. It’s about evolving to meet 
patient expectations, instead of following the tried-and-failed 
model and slowly losing relevance and money.

We must look at how consumer companies and brands have 
behaved and see how they can be safely and compliantly applied 
to improve the clinical trial experience for our most important 
components – the participants. Let’s take the principles we 
know work. They have involved customers in every part of their 
business for years. Not because they think it makes them look 
good, but because they know it’s both a sound academic and 
commercial decision, and you can’t create or promote products 
and services – including clinical trials – to people who you don’t 
understand.

The real winners will be those organisations who embrace 
patient-centricity throughout their organisation, those who 
continuously put the patient firmly at the heart of their thinking 
and processes. Not simply because it’s the right thing to do, but 
because it is the only way to fix a broken model.
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