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PURPOSE

METHODS

The implementation of a registry study and the associated triage process show that
pre-recruiting for future protocols and finding a way to effectively triage enrolled
registry participants can greatly assist in meeting enrollment goals.

Successful implementation of study protocols with strict entry criteria requires vast 
recruitment efforts to indentify potentially eligible participants. The Registry for Asthma 
Characterization and Recruitment (RACR) study was implemented in the Inner City 
Asthma Consortium (ICAC) to facilitate pre-recruiting of participants for protocols in 
development. The RACR study allowed ICAC sites to recruit potentially eligible 
participants for three ICAC protocols prior to receiving IRB approval of those protocols. 

Along with the implementation of RACR, it was necessary to create a process to triage 
enrolled RACR participants into the various ICAC protocols by determining the 
participant’s priority ordering for recruitment based on their likelihood of eligibility per 
the RACR data collected.

The RACR study targeted a specific population similar to all three protocol populations -
inner city children with asthma. The RACR data included allergen skin testing, 
pulmonary function testing, blood collection to measure total and specific IgE, and 
symptoms and exacerbation data collection. These data were used to prescreen 
participants for the protocols for which RACR was being used as a recruitment tool: 
Study 1, Study 2 and Study 3.

As RACR was simply a registry for holding potentials, it was necessary to create a 
triage process to help the clinical sites determine participant recruitment priority using 
key inclusion and exclusion criteria from the three protocols, as well as sponsor-defined 
protocol priority. An automated process using SAS datasets was developed to create 
color-coded participant lists for each study and to update the lists throughout the 
recruitment process. The lists provided two important benefits to the clinical sites:

1)participants who were more likely to be eligible for a protocol were highlighted for 
priority recruitment 

2)studies were prioritized so that participants who were potentially eligible for more than 
one protocol would be recruited into the highest priority protocol first

As RACR continued and the three study protocols were updated and finalized, 
necessary changes were made when possible to RACR to help target recruitment even 
more. The desire with these changes was to avoid excessive work and recruitment of 
unlikely eligible participants. For example, at one point, the age for each study 
population in the upcoming protocols was finalized to be 5-17 rather than 5-21 (as it was 
originally planned). This required a change to RACR to stop recruiting 18-21 year olds 
as they no longer would be eligible for any of the upcoming studies.

RESULTS

CONCLUSION

Each site was provided a summary document for each protocol that included relevant eligibility criteria 
collected in RACR. Participants who were more likely to be eligible rose to the top (all green) and those 
who were less likely to be eligible fell to the bottom of the list for that protocol. As participants were 
determined to be ineligible, they would drop from the list entirely and be placed onto the next priority list if 
they were potentially eligible. An example of Study 2 list  with mock participant names for the Boston site 
is shown below.
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RACR

Study 1

Study 2

Study 3

Consortium-wide enrollment potential could be monitored using a summary program that summarized all 
clinical sites’ eligibility criteria. Below is the Recruitment Status report that could be run at anytime to 
show where RACR participants were in the process of recruitment, enrollment or ineligibility for the three 
protocols.

To date, 278 of 1652 participants have been enrolled from RACR into one of the 
three ICAC protocols, with each study having significant enrollment from RACR 
[Study 1: 45 of 98 (46%),Study 2: 65 of 242 (27%) and Study 3: 94 of 345 (35%) 
respectively]. 

Further, eligibility rates for participants recruited via RACR were higher than for 
participants recruited from other common sources such as hospitals and 
emergency departments in all 3 studies. 

Enrollment from RACR to other ICAC2 protocols

Eligibility Rates: RACR vs. other Recruitment Sources


