
Can you answer these three questions before your trial 

starts? 

Will my protocol match patients? 

Will all my investigator sites recruit enough 

patients? 

Will I be able to raise sufficient awareness of my 

trial amongst patients? 

Eighty percent of all trials are delayed because the 

industry still finds it difficult to answer these questions 

before a trial starts.1 Too often the sponsor must rely 

on rough estimates by key opinion leaders and overly 

optimistic predictions by investigators sites. The 

alternative is to collect objective, real data and analyze 

it thoroughly. With this method we can answer the 

three questions and increase the quality of planning of 

a trial and significantly accelerate it. 

 
Our target is to accelerate a clinical trial by identifying the best 

match between protocol, investigator sites and patient 

populations. We have developed innovative methods, supported 

by high performance systems and networks, to enhance patient 

recruitment activities through all phases of a clinical trial. For us, 

patient recruitment is not just an advertising campaign. We see 

patient recruitment as a well defined and structured process, 

starting with study design and study feasibility, covering site 

selection and patient access activities and ending with the 

controlling of patient randomization. By collecting and analyzing 

data throughout these phases, the right decisions can be made in 

advance to ensure effective planning and predictable execution of 

a trial. 

 
 

Study Design 

Even with the help of extensive research and feedback from 

specialists, it remains very difficult to develop a study protocol that 

will match a significant number of trial volunteers. In many cases 

sponsors only learn through their recruitment numbers that they 

have to amend the study protocol, prolong the recruitment period, 

initiate more sites, or conduct the study in further countries. 

Clariness has developed a method that allows validation of the 

study protocol against real patient data. It identifies those inclusion 

and exclusion criteria that impede recruitment, allowing changes 

to a protocol before the study starts enrollment. 

Our approach is to implement an online system at a select number 

of recognized investigator sites with high patient populations. The 

sites enter trial specific medical data of their patients as they pass 

through the sites. As a result, we can identify whether the study 

protocol achieves adequate patient numbers or has to be adjusted 

on the critical criteria. The results can be used to fine-tune the 

study protocol and avoid slow patient recruitment during the trial. 

Your advantage: A proven study protocol that will save you time 

and money.  
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