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patient identification include direct-to-patient advertising via radio,

television and newspapers. The popularity of the Internet and its role

in health information has led to increasing numbers of patients being

identified through this medium as well. Newer patent-pending

technologies that allow investigators to easily identify the patients

within their practice are becoming more widely used by sponsors and

investigators. Technologies such as InSite VMR™2 facilitate the

identification of patients who may be under the care of other

physicians within the investigator’s practice and who would not be

easily identified for research participation simply due to the logistical

challenges of searching records. 

How Are External Patients Different from 

Internal Patients?

For the purposes of this analysis, external patients are referred to as those

not already under the care of a clinical investigator, versus internal patients

or those already under the care of the investigator, ‘their own physician’.

External patients have many similarities to those found inside the

investigator’s practice. For example, they probably suffer from the same

symptoms and conditions as patients within an investigator’s practice and

they may have seen a physician for diagnosis and treatment.

Patients identified external to the investigator’s practice setting may be

lacking health insurance, in which case they also will not have a

meaningful relationship with a physician. This may, at times, have a

significant bearing on an investigator’s consideration of the candidate for

trial participation. These patients, who in general are external to the

healthcare system, may not be perceived as ‘good’ candidates for

participation, probably because there is a perception that they are not

likely to be compliant to complete the study properly. 

What Are Key Factors in Retention?

Data suggest that the starting point for patient retention begins with the

selection of the best qualified investigators to conduct the trial. Qualified

and motivated investigators, including the study co-ordinators and

supporting staff at the site, are critical to the success of any trial. It is the

sponsor’s responsibility to ensure that every participating site has

consistent messages for ensuring recruitment and retention success. The

most critical aspect towards successful patient retention is the selection

of the most qualified and interested patients. Through a consistent

screening process, candidates should be evaluated against the protocol

criteria, as well as interviewed in an ethical and objective manner to

understand the patient’s capabilities to adhere to the trial’s requirements. 

Conclusions

Recruitment and retention are extremely important and multi-faceted

aspects of the conduct of a clinical trial. As indicated in the methodology

described above, these data suggest that ‘recruited patients’ are as likely

to randomise and complete (be retained) in clinical studies as patients

with presumed pre-existing relationships with their physicians who

function as clinical investigators. These data support the premise that

outreach programmes can supplement patient enrolment goals, yielding

similar patient randomisation and completion results. ■

1. The Center for Information and Study on Clinical Research
Participation, 101 Facts About Clinical Research, 2005:1.

2. InSite VMR™ is a patent-pending clinical trial recruitment
system of Inclinix, Inc.

Outreach programmes can supplement

patient enrolment goals, yielding

similar patient randomisation and

completion results.

a report by 

Denise Robinson

Executive Director of Marketing, Inclinix

The enrolment and retention of subjects in clinical trials continues to

challenge pharmaceutical companies bringing new products to

market. Industry data suggest that fewer than 4% of all US physicians

participate in clinical trials. Furthermore, the inability of physicians to

meet patient enrolment goals negatively impacts on clinical trial

timelines. Studies show that as many as 80% of all clinical trials fail to

enrol sufficient patients within their projected and budgeted time-

frames.1 These factors, together with a significant increase in the total

number of new drugs in development, have caused pharmaceutical

sponsors to assist investigators with identifying additional study

candidates from outside their medical practice environment. Typically

called ‘outreach’ or direct-to-patient advertising, many pharmaceutical

sponsors contract with organisations that specialise in recruitment

strategies and techniques to assist their investigators with finding

patients from within the greater community or external to their

specific medical practices. 

The study here was prompted by scepticism among some clinical

investigators that persons recruited for clinical trials from outside the

investigator’s medical practice are less likely to enrol and complete a

study. The objective of the study was to answer two questions:  ‘How

do patients enrol in clinical trials?’ and ‘How do externally recruited

patients compare from an enrolment perspective with those recruited

from inside the investigator’s medical practice?’ This comparison

analysed data from a specific clinical study involving persons recruited

both from within an investigator’s medical practice and from external

sources using direct-to-patient advertising. The data revealed that

persons recruited from external sources (via patient advertising)

completed the study at essentially the same rate as those persons

(patients) who were recruited from within the investigator’s medical

practice environment. 

This analysis involved a phase III, double-blind, placebo-controlled clinical

trial for a novel medication for the treatment of osteoarthritis. Of the 638

persons randomised across 49 clinical investigators (‘sites’), 60% of the

randomised subjects were recruited into the sites via a direct-to-patient

advertising programme involving radio and television. The screen-failure

rate of patients recruited from outside the site was virtually identical to

the screen-failure rate of patients identified by the investigator from

within his/her medical practice. The data also illustrated that patients

identified for investigators from outside the practice setting are as likely

to complete a trial, as less than a 2% difference was noted on the length

of participation in the trial through completion.

How Do Patients Learn About Clinical Studies?

Clinical trials involve the participation of clinical investigators (mostly

physicians) who have demonstrated the ability to enrol appropriate

patients into a clinical study and comply with protocol and regulatory

guidelines. Traditionally, an investigator’s familiarity with his/her own

medical practice environment and patient population dynamics has

sufficed for sponsors in their selection of an investigator. The presumed

pre-existing relationship between physician (investigator) and patient

suggests that patients can be effectively identified, consented and

randomised into a study and, through compliance, participate in the

study through to completion.

Many investigators participating in clinical trials simply do not have or

are not able to identify sufficient numbers of patients from within their

medical practice to meet protocol or contractual obligations. To fill this

void, an increasing number of pharmaceutical sponsors provide their

investigators with ‘patient outreach’ services that help supplement

patient enrolment with persons who are not currently ‘patients’ of the

investigator. Studies have shown that while 44% of individuals find

out about clinical studies through the media, only 14% gain the

information from their physicians.1 Popular methods of (external)
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