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Delivering Patient-centric Support Services
in Clinical Trials

While patient safety is paramount 
in clinical trials, there are a number 
of additional key patient concerns, 
including recruitment, engagement, 
retention and compliance. Patients also 
require significant support throughout 
a trial for scheduling visits, visit/
medication reminders, completing 
diaries/questionnaires, emergency 
medical enquiries, technical device 
enquiries and simply questions related to 
their involvement in the trial.

The Challenges of Supporting Patients 
Throughout the Clinical Trial
Throughout the stages of a clinical trial, 
however, this essential patient support 
presents a number of challenges. 
Recruitment, engagement and retention 
starts with ensuring that the pool of 
patients available to recruit is accurate 
and up to date. Whether a patient is part 
of a waiting pool for registration or is an 
active participant, continued engagement 
is critical to ensure accuracy of patient 
information. For example, throughout 
the life cycle of the clinical trial, there 
may be changes in a patient’s contact 
details or personal situation. The clinical 
trial network is complicated, consisting 
of multiple vendors and interested 
parties. Over the course of time, patients’ 
information can become out of date. 
Depending upon the enrolment or 
‘matching’ criteria, patients may be sat in 
a ‘waiting pool’ for registration for some 
time. During the study, clinical outcome 
assessments (COA) can be recorded 
infrequently with many months between 
each visit. Studies, particularly those 
at the peri/post-approval Phase (IIIb/
IV) can run for many years. These time 
lags in recruitment and engagement can 
easily lead to a loss of patient interest, 
impacting accuracy of the COA or even 
patient withdrawal. Keeping in regular 
contact with patients from the registration 
waiting pool stage until the end of the 
study is essential to maintain or raise 
retention and compliance rates.  

Once actively enrolled in the 
clinical trial, patients typically contact 
their participating centre for support 
regarding their study involvement. 
Today, a number of different solutions/
devices are employed to capture study 

data directly from patients; and in many 
situations, the study doctor may not have 
the technical expertise to sufficiently 
resolve the patient’s question/issue or 
may not be available when the query 
arises. While the helpdesk of clinical 
trial technology providers is able to 
provide technical support, it may not be 
capable of handling enquiries direct from 
patients or may lack the clinical/medical 
expertise to address all concerns. As a 
result, the patient may need to inquire 
from various vendors/helpdesks and/or 
their study doctor to obtain the assistance 
needed. Patients can sometimes be left 
feeling vulnerable and uncertain on 
the best action to take, and the risks 
associated with this multi-layered support 
could lead to patients’ withdrawal or 
disenchantment with the clinical trial. 
These risks have the potential to not only 
impact the outcome of the study but could 
also adversely impact the patient’s health.  

Considering these potential negative 
consequences from the complexities 
of patient support, it is imperative that 
patient enquiries are handled promptly, 
effectively and accurately. Another key 
consideration is that even though a 
patient may contact a helpdesk for one 
reason, the underlying cause for their 
enquiry could be different. The person 
receiving this information has a social 
responsibility to act upon it and take the 
necessary course of action. To illustrate 
this, let’s look at a particular scenario:

A patient contacts a helpdesk 
regarding a non-functioning eCOA 
(electronic clinical outcome assessment) 
device. As part of the discussion, the 
patient advises that he/she took a fall 
and the screen has cracked, making 
the reading unrecognisable. In the ideal 
situation, the helpdesk advisor receiving 
this information would ensure they can 
respond effectively to both elements of 
this problem. Firstly, the patient has taken 
a fall – there needs to be a defined set of 
questions asked to ascertain the patient’s 
current wellbeing, and any necessary 
medical escalation triggered; and the 
incident must be reported as an adverse 
event. Secondly, a replacement device 
needs to be issued and the faulty device 
returned. A defined process with the 

distributor should be established to ensure 
that a replacement is sent immediately 
and this process is clearly communicated 
to the patient. This scenario must be given 
urgent priority and all necessary actions 
given immediate attention.

It’s clear that in the above scenario, 
a helpdesk equipped to only respond to 
technical issues is not sufficient and could 
lead to the incident being unrecorded in 
the study and the patient’s medical needs 
unattended.

Global Trials Require Local Support
With the ever-expanding global reach 
of clinical trials, patient access to local 
support is vital. For the helpdesk, 
understanding and abiding by the 
differing local country regulations, and 
an appreciation of the local language 
and culture, need careful consideration 
and planning. Patient data collection, 
ethics approval processes, safe harbour 
and storage of patient data all present 
challenges to research sites who find their 
resources increasingly stretched in order 
to keep up with the changing needs of 
clinical trials.

Now that we have explored some of 
the challenges with providing support to 
patients in clinical trials in both regular 
engagement to maintain interest and to 
answer queries, what can and is being 
done in the biopharmaceutical industry 
to address these issues?

The Patient-centric Contact Centre
Envision a patient-centric contact centre 
providing 24 hour/7 days a week/365 
days a year, multi-lingual, global 
coverage as the single point of contact 
for clinical trial support. This solution 
eliminates confusion over who to contact 
in which circumstance and provides 
the benefits of global reach with local 
language capabilities. 

The Role of the Implementation Team 
and the Patient Contact Card
In this situation, a dedicated 
implementation team is responsible for 
establishing tailored patient support 
solutions across all stages of the trial – 
recruitment, engagement, retention and 
eCOA, ensuring that all of the challenges 
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Essential Requirements for a Robust, 
Effective Contact Centre
Responding to enquiries from patients 
requires a very different approach to 
handling enquiries from healthcare 
practitioners. The call volume fluctuates 
dramatically depending on the ongoing 
patient activities, including, for example: 
if the trial is actively recruiting, if the 
advertising campaign has launched, 
when eCOA responses are expected, 
if there has been a recent medical 
publication launched. A patient-centric 
contact centre will ensure that their 
contact agents are knowledgeable and 
empathetic at all times and that they 
also have a framework in place that 
can anticipate, plan and accommodate 
these changing demands of the clinical 
trial. Patient engagement is paramount 
at all times. Establishing this framework 
provides patients with reassurance 
that there is someone available to help 
them, and it serves as a reminder for 
compliance with eCOA events. Through 
targeted questioning, it enables that key 
information about the successes and 
failures of the trial’s progression are 
captured, documented and responded to. 

The patient-centric contact centre 
should be a global operation, with 
infrastructure for phone (with toll-free 
local numbers), web and email enquiries. 
Where the contact agents do not have 
local language expertise, translation 
services should be employed to ensure 
patients in all geographies are effectively 
supported. The contact centre should 
be enabled with resilient technology as 
well, with multi-redundancy, to assure full 
service is continuous, even in the case of 
a global catastrophe.

Additionally, patient data 
confidentiality regulations must be fully 
complied with at all times and patient 
agreement must be obtained to ensure 
these calls do not become considered 
“nuisance” calls. A patient-centric 
contact centre should provide regular 
and up-to-date training to all contact 
agents and these training records should 
be readily available for client inspection. 
Performance monitoring and review 
of agent score cards is an essential 
component of high quality service.

Ideally, a patient-centric contact 
centre should have immediate access to 
a global clinical network to record and 
resolve the unexpected. Clinical research 
organisations (CROs) are well placed to 

provide this capability to a patient-centric 
contact centre. CROs also have access to 
local experts who can advise on medical 
enquiries and share detailed knowledge 
of therapeutic areas, associated local 
regulations, patient confidentiality rules 
and device shipments.

The Growth of Patient-centricity in 
Clinical Trials and its Impact on the 
Contact Centre 
Patients have always been central to 
clinical trials, but the increasing use of 
‘patient-centricity’ as a focus for how 
clinical trials are being designed has 
more recently been driven by scientific 
and technological developments. This 
includes personalised medicine, eCOA 
devices and apps, and ‘wearables’ that 
capture biometric data. Even more, 
‘direct to patient’ studies are gaining 
popularity where it’s possible for patients 
to take drugs or use devices in their own 
homes and then submit outcomes directly 
to the sponsor/CRO. These developments 
will only increase the importance of 
the patient-centric contact centre in 
providing support to patients in using 
new technologies, addressing any issues 
with the shipment and return of drugs 
or ancillary supplies, ensuring eCOA 
compliance, answering queries about the 
trial they previously would have asked the 
study centre staff, and as a place to turn 
for any concerns and needed assistance.

Summary 
Provision of support for patients needs 
careful consideration throughout 
all stages of a clinical trial – from 
recruitment to close. Study centres and 
investigators, while traditionally the 
first point of contact for a patient, can’t 
answer every query themselves, and 
can’t be expected to be readily available. 
The helpdesks of clinical trial technology 
providers can provide expert assistance 
on the use of eCOA devices, but may 
not be able to address the whole picture 
of a patient issue, including clinical and 
medical aspects. But patients don’t need 
the complexity and potential confusion 
and delays of multiple points of contact 
for different enquiries (technical, clinical, 
etc.). Trials are increasingly global, 
bringing in countries and sites with 
limited clinical study expertise and local 
requirements including language, culture 
and regulations.

The patient-centric contact centre 
needs to be available continuously 
(24/7/365), providing a single point 

of contact with global coverage and 
local capabilities, ensuring that patients 
can easily access support and get 
effective, rapid response wherever they 
are located. Services should be tailored 
by an implementation team to meet the 
specific needs of the sponsor/CRO and 
protocol. The contact agents must be fully 
trained to provide accurate answers and 
fast routing of enquiries or issues to the 
right technical or clinical experts – all 
while maintaining patient confidentiality 
and adhering to regulations.

Large, global CROs can provide the 
needed clinical and medical experts to 
support escalation of and knowledgeable 
response to patient queries or issues that 
require medical training and access 
to the study protocol and investigators 
brochure.

As trials become more ‘patient-
centric,’ the contact centre will be at 
the heart of keeping patients engaged, 
compliant, safe and retained, enabling 
sponsors/CROs to determine the efficacy 
and safety of new treatments more 
efficiently.
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