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So I’d like to focus on using metrics to monitor enrollment and retention today, 

and share some examples of reporting structures that we use to evaluate how 

studies are performing once enrollment begins. 

Every study is different and your reporting needs will all be very different, so 

these are just some examples that might get you thinking about how you might 

structure routine reporting and what resources might be available to you. 
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I’d like you to consider that evaluating study performance is really “Monitoring”, 

and that monitoring isn’t just something done periodically when an outside 

monitor or auditor visits your site – it’s something that you’re responsible for 

every day, so that if or when an outside monitoring visit is done there are no 

surprises, and so when your PI says, “How are we doing with study XYZ” you 

have an evidenced-based answer with real data.  
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A good friend and colleague of mine likes to say, “What gets Measured Gets 

Done”. It’s a quote that’s usually attributed to leaders in business management 

theory, but in a paper he wrote for the ACRP journal “The MONITOR” in 2013 

David Zuckerman had a slightly different take on the saying that I think is 

applicable here and for how I use metrics for study performance. He said <  >  

My examples today focus on how we decide what to measure, how we display 

or communicate our measurements to our study team, and how we might use 

the measurements to “fix” problems.  
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So just to give you some context for our studies first because it impacts our 

decision-making about what to measure. Many of my studies enroll subjects in 

the ED which can be a challenging environment at best for approaching people 

about research. 

The ED here and also at Highland Hospital participate in an ED Research 

Associate Enroller Program or EDRA Program. 

The EDRA program here hires and trains undergraduate students to work in the 

ED to screen potential subjects for studies they may be eligible for. They’re a 

separate group offering a contract-based service that can be purchased, and 

their services can be tailored to match your needs from- 

 < > 

The EDRAs are comfortable being in the ED environment and they receive 

specialized training and supervision for working with patients there.  

 

By contracting with someone else to screen and enroll, I’m giving up some direct 

control but also tapping into a resource that would be hard to duplicate on my 

own. At some points in time we could have 40 different people conducting 

enrollments for our studies. Because I’m paying for the external resource, I 

really need to know that I’m actually getting my money’s worth or that YOU’RE 

getting your money’s worth since for my studies it’s usually federal tax dollars at  
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stake.  
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So as Kian discussed, you’ve prepared a budget based on expected enrollment 

and maybe expected completion of certain key study procedures, and your 

study has been funded. Now what?  

 

For my studies, first I determine what my purpose is in collecting and reviewing 

monitoring data, because what you measure will be what you have an 

opportunity to FIX.  

 

It’s also important to have the mindset that we’re measuring processes and not 

individual people’s performance. The reporting process shouldn’t ever feel 

punitive, and in general if there’s a problem, it’s the process you’re going to 

change because that’s what’s driving individual performance. 

 

I’m going to suggest to you that if the whole monitoring and reporting process 

feels threatening to people – if it feels to individuals like they’re being critically 

judged, then they’re going to be much less open to suggestions for change and 

much less forthcoming about problems they may be experiencing. We try to 

always maintain a team atmosphere.  
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So as a working example let’s talk about what you might consider if your purpose 

was to optimize recruitment & retention strategies and processes.  
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Consider what makes sense in terms of the data you need for ongoing 

monitoring based on your goals.  

For our example you might consider some of these questions - 

<  >  

 

So I’m going to show you an example of a report that we run for one of our 

studies- 

 

 

7 



This is a report that we designed to use in weekly meetings. 

It clearly states the enrollment goal (), and the average enrollment needed to 

meet the goal () 

It drills down from all potentially eligible subjects, removing those not enrolled for 

various reasons, and ending with how many were enrolled that period and a () 

cumulative enrollment tally.  

 

Because we enroll all injuries, but head injuries () are of particular interest, we 

also break down how many subjects were enrolled each reporting period with a 

head injury to make sure we’re not only enrolling stubbed toes or very mild 

injuries – we want to capture the entire spectrum.  

 

We’re very interested in why people are not enrolled () because historically EMS 

providers have been a little reluctant to do enrollment surveys in the ED so 

we’ve invested a lot of time and effort into educating the general EMS population 

about why research is important and how it actually impacts their protocols down 

the line, so we want to track if these efforts are making any difference. What 

we’ve found is that our efforts HAVE made a difference, based on feedback and 

based on enrollment in this study compared to previous studies. Here we have 

no outright provider refusals and only one () where we couldn’t find them so they  
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may have been avoiding us, but they may have just been in and out quickly.  

  

At this facility a 60/40 () enrollment breakdown (40% enrolled) has been pretty 

typical over time. If one week were very different, we’d know to look into what 

may have happened differently that week.  

 

The report doesn’t include things we’re not concerned about in terms of 

recruitment – pick and choose the important data or you’ll put everyone to sleep 

trying to digest a monster report. Ex. We’re not worried about gender of subjects 

potentially being unbalanced, so we don’t break enrollment down by gender 

here.  

 

This is a relatively simple Excel spreadsheet that goes on from the week of study 

initiation through the present, but for weekly meetings we hide the other columns 

and show just the last 4 weeks to compare recent trends and not overwhelm 

anybody. Based on your rate of recruitment, you should pick a time frame that 

makes sense for your study – if you enroll 2 subjects a month there’s absolutely 

no value in looking at weekly trends. 
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One major focus for generating this particular report for our group is titrating 

resources. 

 

There are limited resources for subject enrollment as specified in the budget, and we 
need to be able to focus resources specifically on the place and time that we’re most 
likely to capture eligible subjects.  

 

If too many subjects are coming through the ED when we aren’t staffed and we’re 
missing them, then we need to evaluate moving existing shifts to cover better periods 
or just expanding coverage overall.  

 

If we’re going to go back to the EDRA program and request a significant change in 
staffing, then we need to have supporting data to show that the change would be 
meaningful in terms of enrollment.  

 

If we need to go back to the funder and request a budget change, then we really need 
to demonstrate good evidence that a measurable change in enrollment would result. 

 

And always consider your break-even point, especially with studies with a  
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reimbursement structure that pays per enrollment. Is it worth it to staff an extra shift 
each day to capture 1 or 2 additional subjects, or will the staffing cost exceed the 
reimbursement you would receive?  
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This is another example of a simple weekly report done in Excel for a different 

study where subject enrollment was in their homes in area assisted living 

facilities, not in the ED. Here we had concerns about the differences at the 

facilities in terms of access to subjects and the characteristics of the subjects – 

some facilities tended to have more patients with dementia that complicated the 

enrollment process because we had to work with a family member. You can see 

the overall consent rate among facilities varied from 48% () to 92% () at the time 

of this report. At this point in time we had tracked 662 () subjects but only 369 () 

were currently active at a participating site.  

 

In this study subjects were enrolled very late in life so we tracked people who 

became eligible () by moving into a participating facility but died or went to a 

higher level of care before we could get out to enroll them. Timing was really 

important because in this age group dying or moving to a higher level of care 

was always a short-term concern.   

 

We also used this to plan for the coming week, so the “contacted but no 

response” () were people we needed to attempt follow-up visits or phone calls 

with, and the “not-yet contacted” () people needed to receive an initial info 

packet. “1B needed” subjects () were people we needed to schedule an intake 

visit with, so at a glance we could gauge the resources we would need for the  
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coming week.   

 

  

10 



So now that you’ve thought about what data you’d like to collect – you need to 

make sure that you have adequate permission to collect what you think you 

need. 

Talk with your IRB Specialist – believe it or not they really want to help you and 

they can give you great suggestions. 

Make sure your data collection plan is clearly laid out in your protocol step-by-

step, and that when you make changes along the way your protocol is updated 

and reviewed before you implement any change. 

Make sure you have a way to keep PHI secure and a plan to remove any 

identifiers that you may have at the earliest possible point, if you determine that 

need them at all.  Depending on your specific needs you might not require any 

personal identifiers.  

Only collect what you need, and make sure you understand why you need it.  
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Things Change! 

Remember that your report framework is dynamic, not static. Expect that you’ll 

uncover things you hadn’t anticipated and rather than consider that an oversight, 

just see it as evidence that your monitoring is working. 

 

There’s always room for improvement, and routine meetings with your study 

team will cause reporting to evolve to eventually fit everyone’s needs. Both of 

the examples I showed you went through multiple iterations before we settled on 

something that seemed to work for everyone – it’s a process and it could take 

months.  

 

If you’re collecting detailed data on a characteristic that doesn’t change week 

after week and seems to be just what you expected when you developed your 

protocol, it might be time to drop it from the report. Simpler is almost always 

better because you don’t want a reporting structure that requires all of your time 

and attention.  
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The beauty of the EDRA screening program is that while they’re on-shift 

everyone coming in through the ED is monitored and screened prospectively for 

various studies, and they document why people who may meet pre-screening 

criteria based on chief complaint or age were not approached or, if they were 

approached, why they were excluded or why they refused.  

 

I’d show you an example of a screening log but they’re tailored for each study to 

make sure everything you need is being collected so they can look very different 

depending on your needs. 

 

We supplement this prospective data with routine weekly downloads run from 

the EMRs at the facilities we enroll from, so we use the reporting workbench in 

Epic at URMC and Rochester General, and we use a reporting function in 

Cerner at Unity so that we can also monitor missed subjects when the EDRAs 

aren’t on shift, which is important for us to know if there are days or times we 

should be targeting but aren’t.  

 

Most EMRs have reporting functions, and because our potential subjects are all 

subjects presenting in the ED within a certain age range and with certain 

documented chief complaints, we can structure a report to give us potentially  
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eligible subjects within a specified timeframe.  

 

Another great resource, especially for just getting a count of potential subjects 

that fit a specific enrollment criteria in a particular timeframe is i2b2 which stands 

for “Informatics for integrating biology and the bedside”. It’s really just a portal for 

extracting data out of your clinical data repository in a user-friendly way.  

 

I2b2 is available here at URMC and at over 900 institutions world-wide and it was 

initially developed at the NIH-funded National Center for Biomedical Computing.   

 

We use a combination of prospective and retrospective data for our reporting 

because it allows a reconciliation process for the times when we have both 

screening logs and downloaded data. It gives us an opportunity to make sure we 

aren’t systematically missing anyone in the in-person screening and adjust if we 

need to.   
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So thanks and hopefully this has given you some ideas that you can play with in 

monitoring performance for your own studies. 
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