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Compliance Data Services

The Leading Source of Proactive Preparedness

In a world of increased scrutiny from government agencies, the pharmaceutical industry must make
use of every resource available to protect itself. Reﬂulatory organizations including the Food and
Drug Administration and the Department of Justice have greatly increased audit frequency and cost
of fines for non-compliance. Vocal members of government have even suggested jail time for
managers of non-compliant employees. As well, public opinion of the pharmaceutical industry is at
an all time low because of recent reports of malfeasance by healthcare providers who are on the
payrolls of those companies as speakers or clinical trial investigators.
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And this past week, Pfizer announced that it would pay a $1.2 billion criminal fine — more than twice the record set in ey Sbofﬁz
the Lilly case — as part of a $2.3 billion settlement involving illegal off-label drug promotion.

The facts of the Pfizer case will be closely studied by pharma compliance personnel forvarious lessons learned
specificto the industry. Butthe veryfact of the fine itself deserves special attention by compliance officers in
businesses of all types — paricularly given the recent imposition of other “mega” fines — for the simple reason that
greater compliance risks require stronger compliance mitigation.

The only way to protect your company and its reputation is to be proactive in compliance efforts!

Regulatory Compliance Reputation Management
PDMA: Requires accurate and reqularly The Court of Public Opinion: What happens
updated State License Numbers and DEA to your corporate brand when one of your clinical trial
CritEiniTE. investigators or professional speakers is brought into the
media spotlight?
Federal Aggregate Spend: The Physician Clinical Trial Investigators: Have any of your
Payment Sunshine Act requires an accurate NPI to provider investigators been warned about a lack of protocol
match for reporting. adherence?
State Aggregate Spend: Accurate practice location and Professional Speakers: Have the healthcare providers
State License Numbers ensure compliance. speaking on your behalf been vetted for fraud or diversion
investigations?
oOff-label Marketing: Ensure your sales force only targets Additional Background Research: Do you
providers whose specialties are related to the indications of feel the need to do advanced background
your products. research on high profile healthcare providers?
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A 20 Year Legacy of Uncompromising Accuracy

For more than 20 years, the AdvantageMS leadership team has built a reputation by assembling, integrating, and
maintaining a trusted database of provider demographics, growing into a leading player in the market where there
is no room for error. Here's why: Under intense regulatory scrutiny, pharmaceutical and medical device
manufacturers must submit 100 percent accurate reports of their marketing contracts with providers. Further, there
is no sampling “One Drop Rule”, the FDA has clearly indicated that you cannot sample without current licensing
information. Even the slightest errors or discrepancies can lead to seven-figure fines and other legal sanctions.

Complete history of adverse action early warnings provided by the State Medical Boards. Early warnings are an
indicator of historical investigations and act as a red-flag.

Comprehensive list of blacklisted providers based on government sources (FDA, OIG/DHHS and GSA) which
includes:
LEIE — OIG: Fraud & Controlled Substance Findings (~400 adds & deletes/month)

FDA

Debarment: Controlled substance findings (~2-3 new adds/year)
Warning Letters: Protocol deviation warnings (~8-10 new adds/month)
State Action Notifications: Early warning flags that an investigation has been initiated (~125 new

adds/month)
License History
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AMA Master File

Endocrinclogy, Diabetes, & Metabolism

Pediatric Endocrinclogy

Pediatric Endocrinology
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