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INTRODUCTION

The concept of patient centricity is still relatively new within 
clinical trials. For too long, the most important person in the trial 
has been overlooked… the patient. Here, we explore the benefits 
of conducting a more patient-centric trial for the patient, site and 
sponsor through mobile, or ‘o�-site’ visits. These advantages are 
much greater than purely financial, although the financial 
implications of running a more patient-focused clinical trial may 
previously have deterred some from this approach. Home 
nursing in clinical trials continues to be thought of as a high value 
“premium” service, which many sponsors decline in an attempt 
to remain within budget for the trial. However, is the actual cost 
of o�-site nursing more expensive than the traditional site 
model?   

WHAT IS AN OFF-SITE VISIT?

An o�-site visit is simply a clinical trial visit which is conducted 
away from the hospital or ‘site’ – at a patient’s home, place of 
work, or school for example - at the convenience of the patient 
without compromising the overall safety, e�cacy, reliability and 
quality of the study. 

Where possible, o�-site visits are introduced as part of the 
protocol design. At this stage, procedures which may allow the 
visit to be conducted in the home, school or workplace are 
identified. These are then specified as o�-site visits in the 
protocol and noted as visits which can be conducted away from 
the site, should the patient decide to opt into the service.

Visits can include all manner of procedures, some basic examples 
include: blood draws, weight and  height measurements, vital 
signs, blood pressure, sample centrifugation, urine samples, while 
more complex visits could include drug administration (IV, SC, 
IM), ECGs, and focused physical examinations.



THE PERCEPTION

Generally, the view of the sponsor is that the ability to o�er this 
approach would be extremely valuable for the patient, in other 
words a ‘nice to have’, but the perceived cost can stop them 
exploring this avenue. As we discuss below, this is mostly a 
misplaced preconception.

Sites may perceive this option to result in additional work for 
them. Hospitals are still required to find and enrol patients but 
may be concerned about potential reduction in revenue for 
including o�-site visits.

On the other hand, the patient may see this as a great 
opportunity to minimise stress and disruption to their daily life. 
The option of o�-site visits may even enable patients to enrol 
who would have previously passed on the opportunity to 
participate.

THE REALITY

Sponsors who o�er these o�-site visits, delivered by a 
highly-qualified Research Nurse, can recruit into the clinical trial 
more e�ciently, which minimises drop-outs and loss of valuable 
data. This can directly lead to enhanced patient engagement and 
faster trial completion. 

In relation to sites, the truth can be quite contrary to the 
preconceptions above. Sites would generally still have access to 
an agreed percentage of the fee, and subsequently, a substantial 
amount of revenue. In addition to the agreed fee, the site is also 
involved with the visits which require any specialist equipment. 
This should result in greater opportunities for sites to concentrate 
their actions on the high touch/medical visits and allow them to 
recruit more patients or take on additional trials, as more time is 
freed up to do so. 

Patients cannot place a monetary value on their participation, 
but many express their motivation to benefit others in the future. 
As well as altruism, the patient centricity movement has made 
patients more aware of the options that are available to support 
them during their trial period, o�-site visits being one. 



CASE STUDY

In this case study, the focus is on financials only, rather than the 
more compassionate benefits of o�-site visits. The data outlined 
below is taken from an oncology clinical trial based in the US 
involving 16 sites. This example also required specialist IMP 
shipments, meaning a large percentage of the o�-site nursing 
cost was pass through attributed to couriers. IMP shipment 
generally costs between 300 – 500 USD per delivery, highlighting 
the expense of this specialist service.   

Fig.1 - Variation in site costs (USD)

Fig.2 - Average visit cost (USD)

Average site visit - $2,309

Average o�-site research nursing visit - $1,950
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This example is focused on a US-based oncology protocol, which 
highlights the potential savings associated with o�-site nursing 
visits compared to the traditional site model. The study o�ers the 
sponsor improved consistency in the cost per patient, while also 
o�ering sites a more engaging option for patients without 
jeopardizing a percentage of their fees and allowing them to 
enrol higher numbers.

IN CONCLUSION

There are clear benefits to providing the option of o�-site visits 
within clinical trials. Patient-centric services have generally been 
branded as great for the patient, but perhaps not so good for the 
site or sponsor. We have highlighted that this does not have to be 
the case. Through transparency and trust, clinical research can be 
more patient-focused without financial implications for the 
sponsor or site. In conclusion, patients can benefit from the 
inclusion of a personalised approach to their participation 
without this adding to the overall study budget.

Among these sites, o�-site visits were, on average, 16% 
cheaper per patient. 

Since each site negotiates their own contract, there is a 
large variance in the associated visit costs at each, which 
can make trial budget planning somewhat di�cult. In this 
case study, there was a range of $1734 between the site 
with the lowest cost and the one with the highest cost.

In this study, institutions charged a $250 managment fee 
per o�-site visit. This means the site is still involved and 
claiming a percentage of the fees whilst being able to o�er 
the patient a more personalised and convenient approach.

With o�-site nursing, reimbursement needs were 
minimised since the sponsor did not have to repay patients 
for time, mileage, travel, hotels, food etc. for these visits. 
These data are not included in the figures above but would 
show site costs to be even higher. 


