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First, orphan and rare disease drug devel-
opment requires a high level of relationship 
building, trust, and education about the drug 
and the study with the patient and physician 
community — and particularly with key opin-
ion leaders (KOLs) who can help spur interest. 
Effective recruitment is supported through 
partnerships with such physicians and with 
patient advocacy organizations, which can help 
to spread the word and may retain registries of 
patients that can further aid the recruitment 
effort. The insights of these groups into the 
patient journey and real-world patient con-
cerns and needs can also positively influence 
trial design as well as provide down-the-road 
support for a drug with regulators and payers.

Secondly, it is important to understand 
and respond effectively to the needs and 
concerns faced by patients and caregivers 
regarding clinical trial participation. For rare 
disease trials in particular such participation 
may require repeat site visits and state-to-state 
or even country-to-country travel that add 
further hurdles to patient retention.

Patient burdens and anxieties can be re-
duced somewhat through protocol design and 
through education during the informed con-
sent process to better set patient and caregiver 
expectations upfront. Patients also cite the 
time-consuming nature and difficulty of travel 
logistics, financial constraints related to deal-
ing with upfront costs, and issues related to 
prompt, clear communications as reasons for 
leaving a study. Such considerations can be 
limited in some instances by using traveling 

atient-centricity has become a buzzword 
in the clinical development world. But 
for rare disease trials, “putting patients 

first” isn’t just an ideal, it’s an essential ele-
ment to the success of such studies.

The challenges of recruiting and retaining 
sufficient patient numbers to power a study to 
show value to both regulators and payers are 
substantial. In the clinical trial world overall, 
a reported 85% of studies fail to recruit their 
intended numbers of patients. Moreover, pa-
tient recruitment is only half the battle, as an 
average of 30% of those enrolled in a clinical 
study will drop out before it is completed for 
a variety of reasons, many of which may be 
preventable.  

This issue of patient recruitment and re-
tention is particularly acute for rare disease 
studies, where sponsors may need to recruit 
patients across a wide geographic area and the 
burdens and concerns faced by patients and 
their families considering participation may 
be particularly significant. Ultimately, every 
single participant in a rare disease study is 
vitally important to that study’s success, given 
the constraints on patient availability for such 
trials and the high impact that limited data 
may have for drug development success.

Recruiting for Rare Disease Trials

And so, how can “putting patients first” 
improve patient recruitment and retention in 
clinical trials for rare diseases?

Clincierge provides unique, customizable 
services aimed at overcoming barriers to 
patient participation in clinical studies. The 
result: enhanced enrollment and reduced 
drop-outs. 
For more information, visit www.clincierge.com or 

call 888.458.8579.
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nursing staff to “bring the trial to the patient” 
— enabling various study-mandated tests and 
measurements to be performed in the patient’s 
own home. 

Patient Concierge Service

But since not all trials or patient visits are 
suited to such in-home measures, we propose 
that lessons from the travel and hospitality in-
dustry can also help improve patient retention 
for clinical trials. Our work has shown that 
offering “white glove” concierge assistance to 
patients and their families can reduce drop-
out rates to less than 5% over the course of a 
complex, multi-national study. Such services 
include logistical support for travel, lodging 
and transportation, and rapid reimbursement 
of patient out-of-pocket expenses, as well as 
ongoing in-country personal assistance in the 
patient’s own language. 

Clinical Trial Solutions

ULTIMATELY, EVERY SINGLE 

PARTICIPANT IN A RARE DISEASE 

STUDY IS VITALLY IMPORTANT 

 TO THAT STUDY’S SUCCESS, 

GIVEN THE CONSTRAINTS ON 

PATIENT AVAILABILITY FOR  

SUCH TRIALS AND THE HIGH 

IMPACT THAT LIMITED DATA  

MAY HAVE FOR DRUG 

DEVELOPMENT SUCCESS.

ORPHAN AND RARE DISEASE 

DRUG DEVELOPMENT 

REQUIRES A HIGH LEVEL OF 

RELATIONSHIP BUILDING, 

TRUST, AND EDUCATION 

ABOUT THE DRUG AND THE 

STUDY WITH THE PATIENT AND 

PHYSICIAN COMMUNITY — 

AND PARTICULARLY WITH KEY 

OPINION LEADERS (KOLS) WHO 

CAN HELP SPUR INTEREST.
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Clinical Trial SolutionsWe reduce barriers to patient participation  
in clinical trials.

The resulT is enhanced enroll-
menT raTes and markedly feWer 
paTienT dropouTs.

fewer than 20% of clinical studies enroll on time. patient 

drop-out rates average 30% worldwide. The result is higher 

trial costs, potentially skewed data, and delays in getting 

new treatments to the patients who need them.

one reason: Patient concerns about the physical and emotional 

strain and the unexpected cost and burden of handling the 

logistical details of clinical trial participation. 

We help our clients put patients and families first by offering 

seamless personalized support for clinical trial participants. 

We manage and facilitate their travel and accommodations 

throughout the study, providing them with the clear information 

they need. We ensure that all costs outside of their reimbursable 

incidental expenses are paid directly on their behalf, thus 

minimizing the patient’s out-of-pocket outlay. And we provide 

ongoing live support in the patient’s own language to answer 

any questions or concerns they might have during the study. 

We can address special patient needs and complex trial designs 

as required, building custom solutions to your specific study-

related problems. We support trials in 30 countries and 23 

languages around the world, adding new service areas and 

capabilities as our clients need them.

Our goal is to aid drug developers in reducing overall clinical 

testing time and cost, thus helping to ensure than new 

treatments get to the market – and to the patients who need 

them – as swiftly as possible.

QuesTions? 

Visit our website at clincierge.com, 

follow us on twitter at @clincierge, 

email us at info@clincierge.com, or  

call toll-free: 855.227.9046.

provide ongoing  
support by a 
clincierge who speaks 
their language

handle all the 
logistics of travel and 
accommodations

deliver rapid 
reimbursement 
for patient out-of-
pocket costs

Where hospitality meets science to improve 
clinical trial management
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