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About this e-book:
Patient enrollment poses a serious challenge to all
stakeholders in drug development across the globe:
sites, CROs, and sponsors. As a result, clinical trials often
experience extremely costly delays that keep potentially
life-saving drugs away from patients who need them.
In this e-book, we’ll take a look at some of the common
factors that cause enrollment challenges, and six practical
solutions for combating them.
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Part 1: Setting the Stage

Chapter 1:
The Facts on Enrollment Delays
The Undeniable Truth

Everyone is aware that patient enrollment is an issue; that’s why you’re reading this e-book
today. In a recent report from Tufts Center for the Study of Drug Development on 150
global trials, it was discovered that 9 out of 10 studies eventually achieved enrollment
goals, but that it can take up to double the original enrollment timeframe to do so.
The report also found that:

11% of sites failed to enroll a single patient
37% under-enrolled
39% met enrollment targets
13% exceeded their targets
You cannot deny the existence of significant enrollment concerns. As an industry, we need
to do a better job at preparing sites up front to meet their objectives in order to keep
studies on track and deliver potentially lifesaving drugs to patients.

Enrollment Delays around the World

In almost every region around the world, it is normal to see enrollment delays of at least
a month or more. Despite dedicated efforts by countless agencies and regulations across
the globe, there is no poster child for solving the enrollment plague. With the recent
globalization of clinical research, enrollment challenges are no longer contained to a few
countries. This is a global issue.
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The Bottom Line
From the Tufts report, we can conclude that nearly 50% of sites do not achieve their
enrollment targets. This fact is startling, considering the record-high cost of executing
a clinical trial today. In addition to the fixed costs associated with reactionary revival
strategies, failure of sites to meet enrollment targets results in immeasurable opportunity
costs as well.
Depending on the type of compound being developed, every day
lost can mean tens of thousands up to a million dollars in additional
expenses and lost revenue.
The objective of this e-book is to help you avoid these costly delays.
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Chapter 2:
Reasons for Enrollment Challenges
There are a number of reasons that sites may struggle or fail to enroll patients - we could
write an entire novel on them! In our experience, here are some of the most common:
Protocol Criteria: Some professionals will argue that the industry is too restrictive in
protocol requirements. This may be true in some instances, but there are reasons for being
stringent as well, especially in earlier phase trials.
Identifying Patients: There are many factors that can make patient identification a
challenge; patient demographics, location, and indication are all factors that can cause
hurdles for sites.
Screen Failures: Sites often receive a protocol and think that a much higher number
of patients coming through their practice would qualify. Often when these patients are
actually brought in for screening, they don’t qualify for any number of reasons.
Consent: Consent can be a large hurdle when working with children or trials in the early
stages.
Competing Sites: Currently there are more clinical trials operating than ever before.
Competing studies may certainly be tapping into your patient pool.
Site Fatigue: Site fatigue is often overlooked. The longer a trial goes on, the harder it is to
keep the attention and enthusiasm of the sites and their teams. Once sites lose motivation,
it is often tough to revive it.
Fairness of Grant: If investigators are not paid as well as they are for other studies, yours
may not receive the attention it needs. The grant needs to be competitive.
Typically, the strongest factors hindering enrollment are screen failures and the inability
to identify enough qualified patients, followed not too far behind by excessive protocol
criteria. These three factors should be on top of the mind throughout the planning stages
in order to prepare sites proactively.

How to Turn Around a Slow-Enrolling Trial: Six Practical Solutions for Life Science Professionals

6

Part 2: Problem Acceptance & Understanding

Chapter 3:
Admitting the Problem
If you find yourself in the midst of a slow-enrolling trial, it is common to think, “next month
it’s going to happen, and we’re going to get through this.” That may not always be the
case.
•
Don’t wait until it’s too late!

In this section, we will share with you some of the rational approaches that you can take
to get your hands around the problem in a strategic and logical manner. However, it is
important to note that there are no silver bullets.
The following processes and solutions are not specific to any particular indication or trial.
Every trial is different. Nonetheless, our objective is to share some ideas and approaches
that you can apply to your trial as you see fit.

The First Step
As the old saying goes, the first step of recovery is admitting that you have a problem;
take a deep breath and identify the situation before you can effectively plan a counter
route. The good news is, if you are managing the project, chances are you are going to
be the first to know that something is off, even before others up the ladder do and before
management comes knocking on your door.
Now is your chance to start putting together some ideas to be considered for that time
when you finally meet with management and present your plan. The sooner you realize
that something is not right, the better off you are going to be, the better outcomes you
are going to get, and the more money you are going to save.
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Chapter 4:
Understanding the Numbers
The next step is to understand the details of the situation, which starts with gathering all of
your metrics. Start by walking yourself through this checklist:
•

How much time is left to enroll (if you have not met the deadline yet)?

•

How many patients do you have left to enroll?

•

When will enrollment complete at your current pace?

•

What is your average enrollment rate?

•

What is your recent enrollment rate (e.g., the last 3 months)?

•

How many sites do you have?

•

Who are your top-enrolling sites?

When weighing potential solutions, you will see that timing is going to play a crucial role
in determining which options will work for you and which will not. Different plans will have
different time requirements, and some options simply will not be feasible depending
on your situation. Understanding your timeline is a critical first step when diving into the
numbers.
Next, determine the average enrollment rate at your sites, both over the course of the
entire enrollment period as well as the last few months. The most recent performance
metrics are most likely indicative of what you are going to see from those same sites going
forward.
At this point, you can calculate your forecast. If you were to continue with the same
number of sites, at the same average enrollment forecast, how long is it going to take you
to hit your target? This is your real, true enrollment end date.
Regardless of how awful this bite of reality tastes, force yourself to swallow it. Unless you
are acting very early on when there are only minor signs of derailment, it is likely that your
end date is pushed out already. Even if all of your sites started performing better (and they
rarely do), you’re not going to end up where you originally planned.
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Your Enrollment Pie Chart

When identifying your top-performing sites, we recommend creating a pie chart. Start by
dividing your circle into four equal quadrants: poor, fair, better, and best. Then, drop each
of your sites into one of the quadrants accordingly.

Next, carve out your top 50%. Those sites that fall into the better or best categories are
the ones you really want to focus on during your turnaround plan. Keep your attention
focused on the sites that are delivering results; you want to keep them motivated and help
them continue to perform at a high level. It is these high performance sites that you want
to replicate and support going forward.

Keep your attention focused on the sites that are
delivering results.
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Chapter 5:
Diagnosing the Challenges
At this point, you have accepted the problem and worked to understand the details of
the current situation. The next step is to try to understand what may be causing the low
enrollment levels. Here are some helpful tips:

Leverage Your Team
When you’re working to identify the challenges, it is critical that you
talk directly with all of your current study stakeholders: your sites, your
monitors, your project managers, and your fellow clinical operations
personnel. Doing this early on can save you a lot of time in the long
run; these individuals are your fastest route to diagnosing the problems.
They have firsthand insight into the mishaps and frustrations that lead to
underperformance.
We recommend that you group responses according to stakeholder
group. Then, compare the responses of each of the different groups and
look for commonalities. From there, you can begin building a plan to
address the needs of each one.

Start With the Common Challenges
In chapter three we talked about some of the common causes for low
enrollment and identified some of the challenges that are frequently
faced by teams. We’ll repeat them here because it’s absolutely essential
that you get to the bottom of the situation and understand what the true
problems are before you can develop a solution. The specific challenges
that your team is facing will determine which solutions are applicable, and
which ones are not.
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Here are some of the most common challenges to look for:
•

Protocol criteria

•

Competing sites

•

Identifying patients

•

Site fatigue

•

Screen failures

•

Fairness of grant

•

Consent

Identify Quick Wins
In speaking with your team about its challenges, it is highly likely that
you will discover a number of actions you can take immediately to start
changing the course. Be on the lookout for these quick wins, regardless
of how nominal they may appear. You may be surprised at the results you
will see with simple modifications.
However, for certain common issues like protocol criteria or the fairness
and competitiveness of the grant that you are paying to your sites, you
may ultimately need to bring in other members of the management team
to determine the best path forward.
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Part 3: Six Practical Solutions

Choosing Wisely
In this section, we will walk through some of the most common successful approaches
that we have taken with sponsors. With each solution, we will identify the pros and cons to
assist you in identifying potential solutions for your current or future trials. This is certainly
not a comprehensive set of solutions, but while some of the approaches are simple in
nature, they can also drive very positive results.
It is important to note that a turnaround strategy does not have to be an expensive,
robust, or catchy campaign in order for it to work. There are many tactics that you can
implement quickly at a low cost, that will drive some real results.
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Chapter 6:
Adding More Sites
•
Solution: Identify, select, and contract new study sites to supplement
enrollment for low-enrolling sites.

One of the first steps that most sponsors and CROs consider when enrollment starts to
drop is to add new sites. This is an approach that has been around forever, and with good
reason!

The problem is typically something along the lines of the following scenario: Your existing
sites started off strong, but have trailed off in recent months. They have exhausted their
patient pool and now it has become increasingly difficult to identify qualified patients. So,
logic would say that if we find new sites, we will be starting fresh and able to enroll well
across these sites until the same problem occurs and they exhaust the new patient pool.
(It’s like the scene in the movie Jaws where Chief Brody sees the shark and says, “You’re
gonna need a bigger boat.” In this case, I think the saying goes, “We are going to need
more sites.”)
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Here are some points to consider before making the argument to add more sites:

Pros:
•

Fresh pool of patients
New sites and new locations equals a fresh pool of patients from which to enroll in the
study.

•

Enthusiasm
New sites are generally excited about a new study and the science. There is often a
correlation between this level of enthusiasm and impressive enrollment rates.

•

Benchmarking
Your existing enrollment data can act as a benchmark against which to compare the
new sites.

Adding more sites is nearly universal; it is appropriate for most study types. It is fairly
ubiquitous in terms of the ease of implementation and its ability to be effective.
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Cons:
•

Time consuming
A recent Tufts study showed that contracting with the investigative sites is the number
one cause of study delay today. You will certainly need to take into account how much
time it is going to take to get these sites on board.

•

Costly
It is a costly endeavor, involving site grants, increased monitoring costs, and CRO
management fees just to start!

•

May not solve your problem
Chances are high that this solution will simply mask the true factors leading to slow
enrollment in the first place. As a result, you may find yourself in the same situation a
few months down the road.

•

Regulatory approval
If you are conducting an international study, you may need to get regulatory approval
ahead of time in order to add new sites (depending on the country).

•
•

Tip: Consider leveraging insurance claims data
and electronic medical records for validation of
patient volume at the site.
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Chapter 7:
Determining Site Challenges and Needs
•
Solution: Build and execute a web-based survey of sites in order to
determine their enrollment challenges and specific support needs.

Earlier we discussed the importance of seeking feedback from the various stakeholders.
This activity is not only part of the diagnosis, but can also be part of the solution.
Time and again in our interviews, surveys, and discussions with sites, they have expressed
that one of their largest concerns is not being included in the planning, not being asked for
their input, and poor communication throughout the process.
We believe that we need to provide sites with a voice. They are the individuals on the
ground, and they have the best insight of what might be leading performance astray. The
goal here is to recapture their attention and make sure that they know you hear them, you
understand their frustrations, and you are ready to support them.
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Site-Needs Assessments
One way to achieve this is through conducting a Web-based survey. At DAC Patient
Recruitment Services, we call this a Site-Needs Assessment. This is different from the
questions asked during a site feasibility analysis, where the survey is 100% focused on
patient recruitment. The questions here are meant not only to collect feedback on the
challenges the sites are facing, but also to learn about best practices.

•

What initiatives have sites used that are working well?

•

What has not worked?

•

Why are the best sites performing well?

•

What support do sites need in order for them to perform better?

As an alternative to a Web-based survey, you can consider engaging each site directly.
Face-to-face conversations with site personnel and video conferences are great options
if you have the resources to do so. Giving that site a chance to talk to you in person
demonstrates how much you care, and is a significant step toward re-engaging with the
study team. Plus, you will often gather unique insights into some of the issues that a site is
facing, which you would not be able to glean from an online survey.
Finally, consider the creation of a clinical research coordinator (CRC) advisory committee,
where the study coordinators can gather virtually through a Web conference every 4
to 6 weeks to discuss challenges together. Talk with them about the best practices, the
things they are doing that are working well, and those that are not. Talk about some of the
recruitment- and retention-focused feedback that they want to share with the sponsor and
with each other. The added bonus here is that coordinators will feel as though they are
part of a collective group and that others have a stake in this as well.
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This is one of the best ways we have found for sites to stay motivated, communicate well,
and learn new ideas for enrollment. This is a solution that we strongly believe in and it has
continued to produce excellent results for our clients.
Here is a look at the pros and cons associated with this approach:

Pros:
•

Quick, simple & low cost
Surveys and Web-based sessions can be implemented in a matter of days, at extremely
low costs, and they do not require an expert to set up.

•

Recognizes sites
By asking for their input, you are recognizing sites as an important part of the study.
This fosters a feeling of mutual respect and recaptures their engagement.

•

Reveals obstacles
This is a great method for revealing obstacles and struggles at the site level, ones that
only site personnel are aware of.

•

Captures best practices
Feedback from one site may work for every other site in your study. It may be enough
for a quick boost in enrollment.

•

Drives adoption for initiatives
Engaging sites at this level will encourage them to re-engage and to adopt to future
recruitment initiatives. There is a proven impact on enrollment when CRCs are
engaged.
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Cons:
•

More work for sites
These sessions will take valuable time away from site personnel, and it may be a bit of
work for them to gather information ahead of time.

•

False expectations
You are putting yourself in a position where sites are giving you suggestions. It is
important for you to reiterate that these are merely suggestions, and that you manage
expectations properly.

•

Complaining sessions
If feedback sessions are not managed properly, they can quickly turn into ugly
complaining sessions. This can lead to more work for you to handle the complaints.

•
•

Tip: Offer $5 Starbucks gift cards to CRCs who
participate in the survey and committees.
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Chapter 8:
Training: Simple Logic, Big Results
•
Solution: Provide one-hour training sessions containing study-relevant,
hard-hitting tips, tools, and resources that sites can put to work
immediately in their recruitment efforts.

Another solution that repeatedly delivers a positive impact on slow-enrolling trials is
interim site training and rejuvenation meetings.
Typically, this is a solution that works best in person, but we understand that given the
nature of today’s trials, which are often taking place in a multinational setting, this is not
always a viable option. Thankfully, live training webinars have proven to be an effective
alternative.
The best training programs provide sites with knowledge that can be immediately put to
use in your study. Ideally these programs should be conducted before the first patient is
ever enrolled in the study, but they can be considered part of a revival strategy as well.
The contents of the program can be created directly from the site-needs assessment
surveys, or from conversations held during the diagnosing the challenges stage of the
process. Typical programs include a review of patient recruitment fundamentals and
discussions revolving around the enrollment challenges that sites are facing. You can also
include table discussions where sites can share best practices with each other.
This is a great chance for you to communicate what you are doing as a sponsor to support
their efforts and address their challenges. Rolling out your new recruitment plan through
this medium is a terrific way to get sites excited and let them know that they are going to
be receiving the support they need.
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Case Study
Situation: A site was midway through the enrollment period for a phase 3 pivotal trial, with
disappointing enrollment levels.
Strategy: DAC conducted a training webinar. The curriculum was based on a premeeting survey of all sites, which was focused on recruitment, an in-depth review of the
study protocol, and discussions with the study sponsor about the patient population
and potential challenges. The training programs lasted for one hour and included mostly
CRCs from study sites. We were able to offer continuing education credits to any certified
attendees for their participation.

Results:
You can see the impact that we had with regards to the number of pre-screened, the
number of consented, and the number of randomized patients directly following the
implementation of the webinar.
•

200% increase in the number of patients randomized over the five-month period
post-training

•

92% increase in the number of patients pre-screened during the same period
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Here is a look at the pros and cons associated with training sessions:

Pros:
•

Quick, simple & low cost
Web-conferencing training sessions can be implemented in a matter of days, at
extremely low costs, and they do not require an expert to set up.

•

Demonstrates sponsor’s interest
By taking time to provide direct training, you are demonstrating your investment and
support.

•

Introduces new skills
If done properly, the content of these training sessions will directly address the
challenges that these sites are facing, and provide site personnel with quick-hitting,
actionable skills that they can implement right away.

•

Effective way to improve enrollment
By demonstrating your engagement and providing sites with actionable tips, you are
setting your sites up for a quick turnaround. This is a terrific solution for getting sites
back on track and improving your enrollment.
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Cons:
•

Time requirement
Training sessions will require time that CSCs typically do not have. There is also a
significant time investment in developing the content and executing the webinar.

•

Not a stand-alone solution
Training is not a stand-alone solution. We highly encourage you to combine this with
(at the very least) a site-needs assessment in order to determine the true hurdles that
specific sites are facing. Additionally, there are only certain challenges that can be
resolved through training sessions. Others may require a larger investment.

•
•

Tip: Use an accredited training service
provider and offer CRCs continuing education
credits to drive interest and participation.
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Chapter 9:
Direct-to-Patient Broadcast/Print
Advertising
•
Solution: Leverage television, radio, and print advertising to raise
awareness about a study and generate referrals.

For many chronic, broad-based types of conditions and those that involve a high-advocacy
type of patient community, the use of a direct-to-patient initiative can be effective. Media
such as broadcast and print advertising are hard-hitting approaches that can drive quick
results once the campaign is launched.
New technologies and big data allow these programs to be much more targeted and
cost effective than ever before. Nielsen market data, insurance claims data, and electronic
medical records allow us to identify where our advertising dollars can be spent more
effectively. If you have the time and can budget enough dollars to put this type of initiative
in place, and your condition fits the bill, this should be a very real consideration as part of
your plan.
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Here is a look at the pros and cons associated with broad-based advertising media:

Pros:
•

Quick hitting
Once these campaigns are up and running, they can reach an enormous audience and
start driving responses in a matter of days.

•

Geo-targeting around sites
New technology allows these campaigns to be delivered only in specific geographic
areas. This means you can reach out to individuals who are more likely to be able to
commute to the site and participate in the study.

•

Demographic targeting
Designated Market Area (DMA) data allow us to understand demographics of a
particular area in order to locate a specific patient type. We can also use claims data to
enhance this targeting.

•

Performance tracking
Due to the direct nature of these media, it is often simple to track performance metrics
and referrals for these campaigns. Additionally, because the time from campaign
launch to response from potential study subjects is short, the lack of a response can be
a clear indicator that a change in tactics might be needed, or other adjustments need
to be made in order to improve effectiveness.
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Cons:
•

Long ramp-up time and IRB approval
Conceptualizing, drafting, and designing these campaigns can take a significant
amount of time. Plus, you will need to get IRB approval because this is a patient-facing
initiative.

•

Expensive
Broad-based advertising is expensive; there is no way around it!

•

May require a call center
The response you receive from these campaigns could be overwhelming to sites. Hiring
a call center requires an additional cost investment and a new process. You will need to
channel these calls to a place where the patients can be pre-screened. From there, only
pre-qualified patients would then be sent along to the study site.

•

Not a universal option
These broad-based advertising approaches may not be appropriate for the lower
prevalence conditions or for studies that require a confirmed diagnosis before a patient
can be referred.

•
•

Tip: There is a rapidly growing audience
listening to the radio online. Consider
advertising on the web-based version of
broadcasts to cut costs.
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Chapter 10:
Direct-to-Patient Digital Marketing
•
Solution: Use one or more digital channels to reach patients directly for
the purpose of raising awareness and encouraging self-referrals to a
study site.

•

Display advertising

•

Search engine optimization

•

Pay-per-click advertising

•

Social media advertising

•

E-Health communities

•

Social listening

•

Patient advocacy group outreach

Digital, Web-based approaches are all the rage today, as they should be. There is an everincreasing pool of data around today’s Web user, and it allows advertisers to deliver highly
targeted messages to the right user, at the right time, and in the right place to encourage
action. Typically, this can be done at a much lower cost than broadcast advertising, but the
industry has watched that gap begin to shrink as the demand for digital continues to grow.
Specifically, we’re talking about pay-per-click advertising, search engine optimization,
display advertising, and much more. There are plenty of potential media here, and there
is no way to become an expert in all of them. The good news is that there are plenty of
experts out there whom you can hire to give you guidance. If you choose to go it alone,
these technologies are not tremendously difficult to navigate, and the providers are often
extremely helpful resources. It is their goal to maximize your satisfaction and earn you the
most return on your expense.
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Here is a look at the pros and cons associated with digital marketing initiatives:

Pros:
•

Quick and simple
Digital advertising campaigns can be launched very quickly, at low costs, without the
help of experts.

•

Pay-per-performance pricing
With most digital strategies, you pay only for what you get.

•

Geo-targeting around sites
Most digital campaigns can be delivered only to specific geographic areas where
patients are more likely to be able to commute to the site.

•

Highly targeted
The sophistication of these platforms allow you to choose exactly which eyes and ears
you want to reach.

•

Performance tracking
The metrics associated with digital campaigns are endless. You are also able to make
real-time modifications and course corrections of campaigns.

•

Pre-qualification
Direct those who engage with your ads to study-specific websites with pre-screeners
before sending the referral to the site.
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Cons:
•

Long ramp-up time and IRB approval
Like broad-based advertising, these campaigns can take a significant amount of time to
design. Plus, you will need to get IRB approval because this is a patient-facing initiative.

•

May require a call center
Again, similar to broad-based advertising, the response you receive from these
campaigns could be overwhelming to sites. Hiring a call center requires an additional
cost investment and a new process. You will need to channel these calls to a place
where the patients can be pre-screened. From there, only pre-qualified patients would
then be sent along to the study site.

•

Not a universal option
These digital approaches may not be appropriate for the lower prevalence conditions
or for studies that require a confirmed diagnosis before a patient can be referred.

•
•

Tip: Share site-specific metrics with each site.
Also, follow up with sites on any pre-qualified
referrals to improve response rates.
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Chapter 11:
Medical Community Outreach
•
Solution: Provide outbound communication, education, and awarenessbuilding efforts around the study to the medical community surrounding
each study site.

Medical community outreach approaches are highly underrated. In a recent survey among
potential referring physicians, 40% reported that they would be willing to refer
patients for trial consideration if they were aware that the study was being conducted in
their community or region.
Also, findings from our site-needs assessments at DAC have revealed that one of the
most common methods that sites use to find patients for their oncology studies is through
referrals from physicians in the local community. We mention oncology because this is an
indication where we often hear that physician referrals are not effective, and we actually
see quite the opposite of that at DAC in the campaigns that we have conducted.
The process depends on the therapeutic indication in which you want to utilize it.
Depending on the health care systems and especially within the states as it still currently
exists, there might be some hesitation from specialists referring to other specialists.
However, we are starting to see that open up in a broader spectrum when there is
more education and knowledge about the clinical trials that are taking place within the
communities.
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Here is a look at the pros and cons associated with leveraging the medical community:

Pros:
•

Quick
The only preparation needed for this campaign, typically, is the creation of printed
materials, which you can do fairly quickly.

•

No IRB approval
For the most part, this strategy does not require IRB approval. There are some
local IRBs that have started reviewing these materials, but even so, they do it quite
expeditiously.

•

Quality referrals
Physician-referred patients are more likely to qualify, especially when a diagnosis is
required.

•

Good PR
These campaigns raise the profile of the sponsor among the medical community.

•

Geo-targeted
Similarly to most of the other solutions we’ve discussed, you can target physicians and
patients who are located near your sites.
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Cons:
•

Physician hesitation
With this approach, you may have to battle physicians’ fears of losing patients.

•

Requires follow-up effort
These campaigns require more than a letter or brochure. You will need to have the
resources in place to follow up in order to optimize effectiveness of the campaign.

•

Requires research
Make sure you do the research necessary to determine which physicians in the
community would be appropriate.

•

Not a universal option
These digital approaches may not be appropriate for the lower prevalence conditions
or for studies that require a confirmed diagnosis before a patient can be referred.

•
•

Tip: Use insurance claims data to determine which
physicians in the surrounding community are truly seeing
the targeted patient population.
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Part 4: Importance of Being Proactive

Chapter 12:
Proactive vs. Reactive
Over the last several years, we have seen that more and more CROs and sponsors are
engaging patient recruitment firms and techniques much earlier on in the process in order
to ensure a proper grasp of the target patient population and avoid delays down the road.
Engaging with patient recruitment techniques early on is certainly becoming the norm
across the industry. This is not only true for special populations anymore, such as rare or
orphan diseases. Being proactive can save any trial a great deal of time and money in the
long run.
Despite the proactive trends, countless sponsors still find themselves forced to take a
reactionary approach to patient recruitment. After the panic sets in and they catch a
breath, they ask themselves: What is the best approach to rescue a slow-enrolling trial?
We have identified various approaches throughout this e-book, each of which can
be implemented partway through enrollment, as a reactive approach, or upfront as a
proactive one. If you are forced to take a reactionary approach, here are a few more tips:
•

Use a vendor with an established track record
With the success of your study and your drug on the line, this is not the time to save
money with an inexperienced patient recruitment firm. This is an investment that you
need to take seriously.

•

Understand their strengths and ensure a proper fit
Take the time to learn about the firm, and learn where their specialties lie. Do they line
up with your study? Again, there is no time for inexperience; you need a vendor that
can hit the ground running with your specific trial.

•

Do not wait too long to ask for help
The moment you sense struggle, you are already in a reactive stage, and you need to
act quickly. Immediately dive into the first stage of the process (remember our advice
about admitting the problem and understanding the numbers?). Don’t be afraid to seek
an outside perspective.
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Cost Factors of a Rescue Approach

At this point, if you are still not convinced about the importance of developing a proactive
recruitment plan and engaging sites earlier in the process, then perhaps these final pages
will hit that point home. We think you will find that the evidence is quite compelling.
When taking a proactive approach to recruitment, there are certain factors that you need
to take into consideration in your planning:
•

Establish budget parameters for enrollment completion
First and foremost is the task of actually setting aside the funds directly focused on
patient recruitment, outside of the CRO budget.

•

Adding new sites
All things considered, each new site (in the United States) will cost between
$20,000 and $30,000.

•

Protocol amendments
If you decide to amend your protocol, the costs are going to be steep. When you
consider the effect across many of the site stakeholders, the vendor contracts, the site
contracts, IRB submissions, regulatory issues, etc., your amendment could cost you
upwards of a million dollars.

•

Extending timelines
Extending your enrollment timeline is always an option that sounds like a simple
solution. However, there are certain drawbacks that are often overlooked, such as the
significant, direct out-of-pocket costs (averaging $100,000 - $150,000 per day) and
opportunity costs (averaging $1 million per day) associated with this strategy.
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Rescue Costing Scenario

Below is a brief case study for a phase 3 multiple sclerosis campaign. We will examine both
a proactive and reactive strategy to display the difference in cost.
Situation: The target patient enrollment was 1,000 patients across 100 sites over 12
months. The total anticipated cost for the clinical operation, study conduct aspect of this
project was roughly $10 million. After the first six months had passed, enrollment was
falling significantly behind.
Strategy (Reactive): The decision was made to add a centralized patient recruitment
campaign. This campaign would take about two to three months to prepare, and the costs
associated with the delay were estimated at $250,000. The campaign itself would cost
$1 million.

Results:
The total impact of this reactive approach was a budget increase of about 13%.
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Strategy (Proactive): If you look at the cost of a proactive approach, you will see a
different scenario.
The cost of a proactive campaign would have been about $500,000 versus the $1
million price tag on the reactive option.

Savings associated with a proactive approach would have come in a few forms:
•

Supply and demand: You would have had a lower level of urgency and therefore a
lower cost as far as the vendor is concerned.

•

Consolidated IRB submissions: By submitting all of your IRB submissions upfront, you
can drive efficiencies and save costs.

•

Recruitment vendor involvement: Getting your recruitment vendor involved earlier in
the game could have gotten your sites more fully engaged from the start.

•

Different options: When you take a proactive approach, you have a wider net of
solutions available to you; certain lower-cost training and engagement programs will
not be effective halfway through enrollment.

We hope that this example hits home the importance of being proactive when it comes to
patient recruitment and retention. The time is now! Get in touch with a respected provider
and prepare your sites for success before it’s too late.
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