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Similarly, ambiguity hurts the manufacturer as 
well. A settling pharmaceutical manufacturer is 
entitled to notice regarding what is important 
to the government for reporting purposes. Any 
time “misconduct” reporting is left to inter-
pretation, the potential for misunderstandings 
and misinterpretations abounds. Actionable 
misconduct should be clearly defined and then 
pursuant to that definition, should be reported 
in all instances to the government.

Principles 8 and 9. The duration of the 
agreement should be tailored to the 
problems that have been found to exist and 
the types of remedial measures needed for 
the monitor to satisfy his or her mandate. 
The monitoring project can be extended at 
the discretion of the government if the cor-
poration has not successfully satisfied its 
obligations. Conversely, if the corporation 
demonstrates to the government that there 
exists a change in circumstances sufficient 
to eliminate the need for a monitor, the 
DPA can be terminated at an earlier date.

The Comment to Principle 8 sets forth 
the framework for evaluating how long a 
monitoring agreement should last. An incen-
tive must offered to lessen the time of the 
agreement, if the company can show that an 
effective compliance program is in place and 
working to ferret out all types of fraud. These 
incentives must recognize that an effective 
compliance program should be evaluated over 
time to ensure that the goals of the compli-
ance program are being embraced fully by all 
personnel within the company.

Culture of compliance

In reported stories, DPAs and outside moni-
tors have been justified by the government 
by the fact that defendants have been forced 
to spend a lot of money and, therefore, this 
remedy is punitive in nature and not just 
a company buy-out of a prosecution. The 

essence of the above principles, however, 
should not be about costing a pharmaceutical 
manufacturer a lot of money in order to show 
how financially burdensome the “deal” was 
to the company. The goal of any monitoring 
project is to ensure a culture change within 
the company and to ensure that compliance is 
paramount at all levels of the company. This 
culture change will avoid the likelihood of 
recidivism and go a long way in re-establish-
ing credibility with the government.

A monitoring project should not be measured 
for success based on how much a company 
paid the monitor.  Success should be 
evaluated based on whether a culture change, 
from the top down, has occurred within 
the organization. As part of that analysis, 
an initial inquiry is whether the compliance 
department is receiving appropriate calls in 
a timely fashion. What are the responses by 
the compliance unit to the complaints?  How 
are the reported cases being investigated? 
How has compliance been integrated into the 
fabric of the organization, beginning with the 
initial orientation of a new employee?

In the pharmaceutical arena, drug representa-
tives have had incentives to play fast and loose 
with facts about the efficacy of a particular drug. 
A quick review of the pharmaceutical “detail-
ing” process evidences the need for review. 
Who is performing the detailing function for 
the company?  What training is offered on 
compliance-related issues pertaining to lawful 
detailing?  What information are the detailers 
providing to the physicians, and is it accurate?  
What is the drug representative’s  incentive to 
“puff up” the drug?  Is compensation linked to 
physician visits or prescribing patterns?  

We also cannot forget that physicians, on 
occasion, solicit illegal remuneration from drug 
representatives. An effective internal compliance 
program would ensure that this type of request 

is reported to the compliance unit for review, 
investigation, and proper reporting. 

Finally, a pharmaceutical manufacturer 
that finds itself under a DPA or Corporate 
Integrity Agreement with an independent 
monitor must be prepared to have the actions 
of its board of directors carefully scrutinized, 
because it is critical that top management 
embraces the monitoring project. Board 
knowledge and support of compliance-related 
activities will go a long way to ensuring that a 
company is not subjected to additional penal-
ties or prosecution. If anything, it should be 
the company voluntarily disclosing an issue or 
cooperating against a rogue employee, rather 
than the discovery of fraudulent conduct by 
a monitor, that leads to further investigation 
and prosecution by the government. 

Conclusion

The use of independent monitors in pharma-
ceutical manufacturer settlements with the 
government is inevitable, given the government’s 
ability to compel settlement terms with compa-
nies that wish to remain in business. The DoJ 
guiding principles provide a good framework 
for discussion with settling defendants, but they 
are not the end of the discussion. The monitor 
selection process and the roles and responsibili-
ties of the monitor must be clear and unam-
biguous, so both sides know what is expected. 
Companies that seek to avoid the imposition 
of an independent monitor must be proactive 
in their compliance activities. Pharmaceutical 
manufacturers would be well-served by impos-
ing a compliance culture into ethical conduct by 
stressing proper reporting of misconduct. At the 
end of the day, an effective compliance program 
will not only be evaluated by a monitor, it will 
be vigorously supported by the company as part 
of the monitoring process. n

1	 Available at http://www.usdoj.gov/dag/morford-useofmonitors-
memo-03072008.pdf 

1	 See Morford memo at www.justice.gov/dag/morford-useofmonitors-
memo-03072008.pdf.




