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For many years the OIG and its Corporate Integrity 
Agreements (CIAs) have trapped life science compliance 
programs into a one size fits all, heavy-handed approach 
to compliance monitoring. It is a broken regimen that 
overburdens smaller companies, slowing their success.

NEW APPROACHES

“BIG PHARMA” MODEL TOO HEAVY
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Evolving little over time, the OIG’s process 
for effective monitoring combines a stagnant 
formulaic approach of transactional testing 
with process reviews. A recent Big Pharma CIA1 

requires a company to review a minimum of 
160 separate activities every year!

This process is overwhelming and inefficient 
for the average life sciences company draining 
resources and achieving little compliance 
improvement.

The Old Approach

Too often, compliance monitoring is about showing 
activity regardless of whether it makes a difference. 

There is a saying that if you have 10 minutes left on 
the clock, use 9 to think and 1 to act. This strategy is 
particularly effective and successful for compliance
monitoring in smaller companies. Focused 
monitoring, putting a premium on thinking before 
acting, is the key to unlocking effectiveness. An 
easily applied 4 step process breaks this down.

STEP 1: Understand Your Environment
Focused monitoring starts by leveraging the data 
you already collect and through analysis focuses 
limited compliance resources to greatest effect. 
Companies have vast amounts of information 
gathered from a variety of sources located in 
multiple locations. Accessed and analyzed, it can be 
a gold mine of insights. The key is knowing what to 
look for, spotting the patterns and understanding 
what it all means.

For example, the typical sale representative records 
include call plans, call notes, and product sample 
drops. Medical Affairs maintains information on 
medical information requests and key opinion 
leaders (KOLs) while the newest data set –

Open Payments – tracks physician payments and 
activities. Combined, correlated and analyzed 
properly, Compliance can use the information to 
spot potential “hot spots” worth further exploration 
identifying “local” issues BEFORE they become
“systemic.”

STEP 2: Understand Your Surroundings
In today’s world, customer interactions are the 
cornerstone of a successful business. For a life 
science company, customer interactions are highly 
regulated.

EFFECTIVENESS IS ABOUT MONITORING WISELY

1 S. Whitelaw, K. Fallon, Sanofi (Finally) Signed Their Corporate Integrity Agreement, LIFE SCIENCE COMPLIANCE UPDATE (Dec. 2015).
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With the prospect of immense potential regulatory 
fines and penalties, mishandling customer 
interactions risks more than just a commercial 
misstep. It can destroy a brand or even the whole 
company. 

Sales and marketing teams are accustomed to 
conversing with customers to understand their 
needs. Compliance teams often aren’t, but need to be.

It is important Compliance proactively reach out 
and regularly converse with customers; not just 
employees. Loyal customers don’t just purchase 
products, but help protect the brand and the 
company. They have answers to critical compliance
questions. For example, are they receiving the 
important compliance messages from the field force? 
Do they understand the limitations of your products? 
Have they been promised anything in return for their 
loyalty? The answers are crucial for determining if 
the compliance program actually works.

STEP 3: Limit Your Targets
The third step is to limit your targets. It is tempting 
to try to monitor everything everywhere, especially 
as that seems to be what the CIAs imply. That 
approach divides attention and dilutes effectiveness.

Just as traffic cameras are placed at the most 
dangerous intersections in a city, compliance 
monitoring needs to focus on the most dangerous 
(high risk) areas for the company. It is a thoughtful, 
considered approach supported by the information 
gathered in the previous 2 steps. By limiting the 
number of targets, Compliance can deploy its finite 
resources where they are likely to provide the
most impact and benefit.

STEP 4: Build a blended team
Not all of the compliance monitoring program needs 
to or even should be outsourced. Experts have 
their place, but a truly effective focused monitoring 
program is a careful blend of the in-house 
compliance function working with outside experts 
to create a proactive, focused monitoring program 
based on best practices and specifically tailored to 
the company’s needs. Each group has a specific role 
to play and together they can make an unbeatable 
team.
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• Program design
• Identifying best practices
• Execution support
• Analysis and recommendations

• Stakeholder management
• Customer relations
• Information gathering
• Target selection

EXPERT’S ROLE

IN-HOUSE ROLE
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MYTHS ABOUT FOCUSED 
COMPLIANCE MONITORING
When comes to compliance monitoring, there are a 
few myths that never go away. They always involve 
questions of technology or cost and inevitable hold 
companies back from establishing an effective 
monitoring program.

MYTH 1: Focused monitoring must be high 
tech to be effective
In today’s compliance monitoring world, analytics, 
metrics and algorithms are the latest “buzz” words. 
Unfortunately, it gives the mistaken impression that 
without some technology solution monitoring efforts 
can’t be effective. This isn’t true.

Technology is a tool that can be helpful when 
large amounts of data need reviewing. However, 
technology is no substitute for experience and 
expertise.

Despite attempts to create a computer program 
that can take in compliance data and deliver the 
right answer (“the silver bullet”), every focused 
monitoring program relies on human experience and 
judgment to make sense of the information provided 
by the machine.

The seasoned compliance professional, who can spot 
the patterns and knows what they mean, is the most 
important element of an effective focused compliance 

monitoring program. Experts are particularly useful 
in providing the necessary wide perspective.

MYTH 2: Focused monitoring has to be 
expensive
Many companies are reluctant to embark on 
implementing a compliance monitoring program 
fearing that they must be expensive. Again it isn’t 
true.

Properly designed, monitoring doesn’t have to be 
expensive. Effective focused monitoring is about 
working smarter, and part of working smarter means
controlling expenses. The 4 steps outlined above put 
a premium on thinking before action, and thinking is 
always less expensive. Therefore, spending the time 
to understand your environment and surroundings, 
picking the right targets and defining the right roles 
for everyone to play will reduce costs.

CONCLUSION
Creating an effective compliance monitoring program 
for smaller companies is about focus. A focused 
program puts a premium on thinking before acting 
and expertise over technology. It is about achieving 
efficient based on sound judgement supported by 
information results rather than checking boxes with
unnecessary, inefficient activity. It is the new 
approach smaller companies need to become and 
remain competitive in the fast changing life science 
compliance landscape.
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