
 

 

FEATURED ARTICLES 

Defining Risk Management to Ensure Audit Readiness 

By Clarissa Crain, Sr. Compliance Specialist  

clarissacrain@cis-partners.com 

 

The Office of Inspector General’s Compliance Program Guidelines for Pharmaceutical Manufacturers (2003) 
ǎǘŀǘŜǎ ǘƘŀǘ ƎƻƻŘ ŦŀƛǘƘ ŜŦŦƻǊǘǎ ōȅ ǇƘŀǊƳŀŎŜǳǘƛŎŀƭ ƳŀƴǳŦŀŎǘǳǊŜǊǎ άǘƻ ŎƻƳǇƭȅ ǿƛǘƘ ŀǇǇƭƛŎŀōƭŜ ǎǘŀǘǳǘŜǎ ŀƴŘ 
ǊŜƎǳƭŀǘƛƻƴǎΧ ŘŜƳƻƴǎǘǊŀǘŜŘ ōȅ ŀƴ ŜŦŦŜŎǘƛǾŜ ŎƻƳǇƭƛŀƴŎŜ ǇǊƻƎǊŀƳΣ ǎƛƎƴƛŦƛŎŀƴǘƭȅ ǊŜŘǳŎŜǎ ǘƘŜ Ǌƛǎƪ ƻŦ ǳƴƭŀǿŦǳƭ 
ŎƻƴŘǳŎǘ ŀƴŘ ŀƴȅ ǇŜƴŀƭǘƛŜǎ ǘƘŀǘ ǊŜǎǳƭǘ ŦǊƻƳ ǎǳŎƘ ōŜƘŀǾƛƻǊΦέ ά!ǳŘƛǘƛƴƎ ŀƴŘ aƻƴƛǘƻǊƛƴƎέ ƛǎ ƘƛƎƘƭƛƎƘǘŜŘ ŀǎ ƻƴŜ ƻŦ 
seven key components of an effective compliance program.1  Lƴ ǘƘŜ ά!ǳŘƛǘƛƴƎ ŀƴŘ aƻƴƛǘƻǊƛƴƎέ ǎŜŎǘƛƻƴ όCύΣ 
ǘƘŜ hŦŦƛŎŜ ƻŦ ǘƘŜ LƴǎǇŜŎǘƻǊ DŜƴŜǊŀƭ όάhLDέύ ŀŘŘǎ ǘƘŀǘ ƛǘ ƛǎ ƻŦǘŜƴ ǾŀƭǳŀōƭŜ ǘƻ ƘŀǾŜ άŜǾŀƭǳŀǘƻǊǎ ǿƘƻ ƘŀǾŜ 
ǊŜƭŜǾŀƴǘ ŜȄǇŜǊǘƛǎŜ ǇŜǊŦƻǊƳ ǊŜƎǳƭŀǊ ŎƻƳǇƭƛŀƴŎŜ ǊŜǾƛŜǿǎΦέ  ¢ƘŜ hLD ŜƳǇƘŀǎƛȊŜǎ ǘƘŜ ōŜƴŜŦƛǘ ƻŦ ǳǘƛƭƛȊƛƴƎ άŀǳŘƛǘǎ 
and/or other risk evaluation techniques to monitor compliance, identify problem areas, and assist in the 
ǊŜŘǳŎǘƛƻƴ ƻŦ ƛŘŜƴǘƛŦƛŜŘ ǇǊƻōƭŜƳǎΦέ  CƻǊ Ƴŀƴȅ ǇƘŀǊƳŀŎŜǳǘƛŎŀƭ ƳŀƴǳŦŀŎǘǳǊŜǊǎΣ ŘŜǾŜƭƻǇƛƴƎ ŀƴŘ ƛƳǇƭŜƳŜƴǘƛƴƎ 
an effective risk evaluation program poses a challenge. Frequently, manufacturers lack a clear understanding 
of how to ensure that they have met the requirement of having an effective compliance program. 

 

Approaching risk evaluation, Audit Readiness, and OIG compliance from a holistic standpoint can help 
companies develop implementable and meaningful Risk Management programs. When referring to Risk 
Management the concept is defined as a program that includes Monitoring, Testing, proactive Audit, reactive 
Investigations, and arguably most important, Corrective Action Plans to mitigate and correct potential risk. 
Each component of a Risk Management program is important to ensuring ongoing compliance; however, how 
each component is defined varies from company to company.  
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CIS Proudly Presents the Clinical 

R&D PCX 
 

By: Meredith Taylor, Esq. 
Editor-In-Chief and PCX Product Manager 

Alaina Anderson 
Sr. Compliance Specialist 

If a company is just beginning to build a Risk Management Program, it is recommended that the current state of compliance be evaluated through a Risk 
Assessment. A Risk Assessment captures and evaluates current processes and protocols through the review of existing documentation and interviews with key 
personnel and process owners. From this Assessment, a Risk Management program can be defined and developed.  

¦ƴŘŜǊǎǘŀƴŘƛƴƎ ǘƘŜ ŎƻƳǇŀƴȅΩǎ ōŀǎŜƭƛƴŜ ƭŜǾŜƭ ƻŦ ŎƻƳǇƭƛŀƴŎŜ ƘŜƭǇǎ ƛƴ ŘŜǾŜƭƻǇƛƴƎ ŀ ƳŜŀƴƛƴƎŦǳƭ wƛǎƪ aŀƴŀƎŜƳŜƴǘ tǊƻƎǊŀƳΦ wƛǎƪ aŀƴŀƎement Programs create 
accountabilities across the organization for the identification and mitigation of risk. Testing and Monitoring, a component of Risk Management, is defined by CIS as 
the routine checks and balances implemented by a company to ensure proactive evaluation, identification, and mitigation of risk. Testing and Monitoring ensure a 
ŎƻƳǇŀƴȅΩǎ ŎƻƴǘƛƴǳŜŘ ŎƻƳǇƭƛŀƴŎŜ ǿƛǘƘ ǊŜƎǳƭŀǘƻǊȅ ƎǳƛŘŀƴŎŜ ŀƴŘ ŘƻŎǳƳŜƴǘŜŘ ǇƻƭƛŎƛŜǎΣ ǇǊƻŎŜŘǳǊŜǎΣ ŀƴŘ ǇǊƻŎŜǎǎŜǎΦ  wƻǳǘƛƴŜ ŜǾŀƭǳŀǘƛon of the groups responsible for 
executing business operations - related to overall company compliance ς is essential. 

Similar to Audit, but reactive in nature, Investigations are typically initiated in response to an event or finding. Often the need for an Investigation is identified 
through the course of another step within the Risk Management Program, or by an employee report of potential unlawful or unethical behavior. Investigations are 
limited in scope and are typically conducted with limited knowledge or engagement by the business.  

In response to identified areas of risk or potential risk, Corrective Action Plans (CAPs) are defined as the development of remedial action steps. A CAP is a key 
component of a Compliance and Risk Management Program. Without effective remediation of identified risk, not only is a company compromising the integrity of its 
wƛǎƪ aŀƴŀƎŜƳŜƴǘ tǊƻƎǊŀƳΣ ƛǘ ƛǎ ŀƭǎƻ ŦŀƛƭƛƴƎ ǘƻ ƳŜŜǘ ŀƴƻǘƘŜǊ ƻŦ ǘƘŜ hLDΩǎ ǎŜǾŜƴ ŜƭŜƳŜƴǘǎ ŦƻǊ ŀƴ ŜŦŦŜŎǘƛǾŜ /ƻƳǇƭƛŀƴŎŜ tǊƻƎǊŀƳΥ άwŜsponding promptly to detected 
ǇǊƻōƭŜƳǎ ŀƴŘ ǳƴŘŜǊǘŀƪƛƴƎ ŎƻǊǊŜŎǘƛǾŜ ŀŎǘƛƻƴΦέ2 

Corrective Action Plans should respond to identified risks or compliance deficiencies, and as appropriate, set forward a Preventative Action Plan to create effective 
controls that will minimize potential reoccurrence.  
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Understanding and evaluating the components of Risk Management is the first step to developing a meaningful Risk Management Program. Not every 
company defines each component in exactly the same way; however, the intent and spirit of an effective Risk Management Program is always the 
ǎŀƳŜΦ Lƴ ǘƘŜ ŜƴŘΣ ŀ wƛǎƪ aŀƴŀƎŜƳŜƴǘ tǊƻƎǊŀƳ ŜƴǎǳǊŜǎ ŀ ŎƻƳǇŀƴȅΩǎ ƻƴƎƻƛƴƎ ŎƻƳǇƭƛŀƴŎŜ ǿƛǘƘ ǊŜƎǳƭŀǘƛƻƴΣ ǎǘŀǘǳǘŜΣ ŀƴŘ ƎǳƛŘŀƴŎŜΦ !ǎ a result, the 
ŎƻƳǇŀƴȅ ŀŎƘƛŜǾŜǎ ǘƘŜ hLDΩǎ ǊŜŎƻƳƳŜƴŘŀǘƛƻƴ ǘƻ ƘŀǾŜ ŀǇǇǊƻǇǊƛŀǘŜ ά!ǳŘƛǘƛƴƎ ŀƴŘ aƻƴƛǘƻǊƛƴƎέ ƛƴ ǇƭŀŎŜΦ  

 

To learn more about Risk Management strategies specific to Government Programs Compliance please join CIS’ VP of Regulatory Compliance, Chris Cobourn, 
Johnson & Johnson’s Manager of Government Contracting and Pricing Compliance, Jim Jaakobs, and myself for our upcoming webinar: OIG Audit Readiness: 
Developing and Implementing a Practical and Meaningful Government Programs Audit Plan. The Webinar is hosted by ExL Pharma and will be held of January 
14, 2009 from 1:00PM – 3:00PM, EDT. For more information, please visit http://www.exlpharma.com/eventDetail.php?id=161.  

1 OIG Compliance Program Guidance for Pharmaceutical Manufacturers. Federal Register. Vol. 68, No. 86/ April 23, 2003.  

2 
OIG Compliance Program Guidance for Pharmaceutical Manufacturers. Federal Register./ Vol. 68, No. 86/ April 23, 2003.  
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The Future of Medicare Part D 

By: Grete Dudek, CIS Compliance Specialist  

gretedudek@cis-partners.com 

Lƴ hŎǘƻōŜǊ нллоΣ ŀǎ /ƻƴƎǊŜǎǎ ǿŀǎ ŘŜōŀǘƛƴƎ ǘƘŜ aŜŘƛŎŀǊŜ aƻŘŜǊƴƛȊŀǘƛƻƴ !ŎǘΣ tǊŜǎƛŘŜƴǘ .ǳǎƘ ǎǘŀǘŜŘΥ  ά¢ƘŜ ōŜǎǘ ǿŀȅ ǘƻ ǇǊƻǾƛŘŜ ƻǳr seniors with modern 
ƳŜŘƛŎƛƴŜΣ ƛƴŎƭǳŘƛƴƎ ǇǊŜǎŎǊƛǇǘƛƻƴ ŘǊǳƎ ŎƻǾŜǊŀƎŜ Χ ƛǎ ǘƻ ƎƛǾŜ ǘƘŜƳ ōŜǘǘŜǊ ŎƘƻƛŎŜǎ ǳƴŘŜǊ aŜŘƛŎŀǊŜΦ LŦ ǎŜƴƛƻǊǎ ƘŀǾŜ ŎƘƻƛŎŜǎΣ ƘŜŀƭth plans will compete for 
ǘƘŜƛǊ ōǳǎƛƴŜǎǎ ōȅ ƻŦŦŜǊƛƴƎ ōŜǘǘŜǊ ŎƻǾŜǊŀƎŜ ŀǘ ƳƻǊŜ ŀŦŦƻǊŘŀōƭŜ ǇǊƛŎŜǎέ 1.  Since January 1, 2006 when the Medicare Part D program went into effect, Part 
5 ǇǊƛŎŜǎ ƘŀǾŜ ōŜŜƴ ǊƛǎƛƴƎ ōŜŎŀǳǎŜ ǘƘŜ άaŜŘƛŎŀǊŜ tŀǊǘ 5 ǇǊƻƎǊŀƳ ƛǎ ǎǳǎŎŜǇǘƛōƭŜ ǘƻ ƛƴŎǊŜŀǎŜǎ ƛƴ ŘǊǳƎ ǇǊƛŎŜǎ ōŜŎŀǳǎŜ ǘƘŜ tŀǊǘ 5 insurers typically adjust 
ǘƘŜƛǊ ǇǊƛŎŜǎ ōŀǎŜŘ ƻƴ ǘƘŜ ƳŀƴǳŦŀŎǘǳǊŜǊΩǎ ƭƛǎǘ ǇǊƛŎŜǎΧέ 1.  This is different from Medicaid, which has a penalty for drug price increases greater than 
inflation, and leaves Medicare Part D drug prices more susceptible to large increases from year to year. 

 
Under the current Medicare Part D model, CMS contracts with private entitiesτprescription drug plan (PDP) sponsors, Medicare Advantage (MA) 
organizations, as well as other types of Medicare health organizationsτwho then act as the payers and insurers for prescription drug benefits 2.  
Although Part D coverage is provided privately, certain aspects of plans are federally mandated.  There is a list of protected drugs that Medicare has 
ƳŀƴŘŀǘŜŘ ŀƭƭ tŀǊǘ 5 Ǉƭŀƴǎ Ƴǳǎǘ ƻŦŦŜǊΦ  άCƻǊ ǘƘŜ мс ŘǊǳƎǎ ŀƳƻƴƎ ǘƘŜ ǘƻǇ млл ǘƘŀǘ ŀǊŜ ƻƴ ǘƘŜ ǇǊƻǘŜŎǘŜŘ ƭƛǎǘΣ ǘƘŜ ǇǊƛǾŀǘŜ aŜŘƛŎŀre Part D insurers 
obtained rebates and discounts of only 7%. The Medicare Part D insurers paid almost 40% more for these essential medications thaƴ aŜŘƛŎŀƛŘ Ǉŀȅǎέ 1.  
Even though there are over 40 prescription drug plans available in North Carolina, and over 50 prescription drug plans in Pennsylvania with varying 
premiums and deductibles, this competition is not having the effect that was hoped for.  (Go to medicare.gov to search for plans in your area.) 

 

¢ƻ ŎƻƳōŀǘ ƛƴŎǊŜŀǎƛƴƎ tŀǊǘ 5 ǇǊƛŎŜǎΣ ƛƴ нллт ŀ ōƛƭƭ ǿŀǎ ƛƴǘǊƻŘǳŎŜŘ ƛƴ ǘƘŜ IƻǳǎŜ ƻŦ wŜǇǊŜǎŜƴǘŀǘƛǾŜǎ άǘƻ ǊŜǉǳƛǊŜ ǘƘŜ {ŜŎǊŜǘŀǊȅ ƻf Health and Human 
{ŜǊǾƛŎŜǎ ǘƻ ƴŜƎƻǘƛŀǘŜ ƭƻǿŜǊ ŎƻǾŜǊŜŘ ǇŀǊǘ 5 ŘǊǳƎ ǇǊƛŎŜǎ ƻƴ ōŜƘŀƭŦ ƻŦ aŜŘƛŎŀǊŜ ōŜƴŜŦƛŎƛŀǊƛŜǎέ 3.  The sponsors of this bill believed that increasing the 
ƎƻǾŜǊƴƳŜƴǘΩǎ ŎƻƴǘǊƻƭ ƻǾŜǊ ŘǊǳƎ ǇǊƛŎŜǎ ǿƻǳƭŘ ƘŜƭǇ ƭƻǿŜǊ ǘƘŜƳΦ  ¢ƘŜ /ƻƴƎǊŜǎǎƛƻƴŀƭ .ǳŘƎŜǘ hŦŦƛŎŜΣ ƘƻǿŜǾŜǊΣ ŘƛŘ ƴƻǘ ŀƎǊŜŜΣ ŀƴŘ ǎǘated that the bill 
άǿƻǳƭŘ ƘŀǾŜ ŀ ƴŜƎƭƛƎƛōƭŜ ŜŦŦŜŎǘ ƻƴ ŦŜŘŜǊŀƭ ǎǇŜƴŘƛƴƎ ōŜŎŀǳǎŜ ǿŜ ŀƴǘƛŎƛǇŀǘŜ ǘƘŀǘ ǘƘŜ {ŜŎǊŜǘŀǊȅ ǿƻǳƭŘ ōŜ ǳƴŀōƭŜ ǘƻ ƴŜƎƻǘƛŀǘŜ ǇǊƛces across the broad 
ǊŀƴƎŜ ƻŦ ŎƻǾŜǊŜŘ tŀǊǘ 5 ŘǊǳƎǎ ǘƘŀǘ ŀǊŜ ƳƻǊŜ ŦŀǾƻǊŀōƭŜ ǘƘŀƴ ǘƘƻǎŜ ƻōǘŀƛƴŜŘ ōȅ t5tǎ ǳƴŘŜǊ ŎǳǊǊŜƴǘ ƭŀǿέ 4.  Although the bill passed in the House of 
Representatives (with 100% of Democrats voting for it and 88% of Republicans against it) it has not yet been voted on in the Senate.  It is likely that the 
issue will be revisited in the upcoming presidency of Barack Obama. 

 

Because of the upcoming changes in the Presidency, House of Representatives and the Senate, and because of President Elect ObamaΩǎ ƛƴǘŜǊŜǎǘ ƛƴ 
ƘŜŀƭǘƘŎŀǊŜ ǊŜŦƻǊƳΣ ƛǘ ƛǎ ƭƛƪŜƭȅ ǘƘŀǘ aŜŘƛŎŀǊŜ tŀǊǘ 5 ŎƘŀƴƎŜǎ ǿƛƭƭ ōŜ ŘƛǎŎǳǎǎŜŘ ǿƛǘƘƛƴ ǘƘŜ ƴŜȄǘ ŦŜǿ ȅŜŀǊǎΦ  άaǊΦ hōŀƳŀ ŀƴŘ Ƴŀƴy other Democrats want 
ǘƘŜ ƎƻǾŜǊƴƳŜƴǘ ǘƻ ƴŜƎƻǘƛŀǘŜ ǿƛǘƘ ŘǊǳƎ ƳŀƴǳŦŀŎǘǳǊŜǊǎ ǘƻ ƎŜǘ ƭƻǿŜǊ ǇǊƛŎŜǎ ŦƻǊ aŜŘƛŎŀǊŜ ōŜƴŜŦƛŎƛŀǊƛŜǎΧΦ  ώ¢ϐƘŜ ōǳŘƎŜǘ ƻŦŦƛŎŜ ǎŀƛd Medicare could save 
$110 billion in the next 10 years if Congress simply imposed a form of price controls, requiring drug makers to provide the government with a 15 
percent rebate, or discount, on brand-ƴŀƳŜ ŘǊǳƎǎ ŎƻǾŜǊŜŘ ōȅ ǘƘŜ ƴŜǿ tŀǊǘ 5 ƻŦ aŜŘƛŎŀǊŜέ 5.   

Continued on Page 3... 
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LŦ ǘƘƛǎ ǊŜǎƻƭǳǘƛƻƴ ƛǎ ƛƴŘŜŜŘ ǇŀǎǎŜŘΣ ƛǘ ǿƛƭƭ ōŜ ƛƴǘŜǊŜǎǘƛƴƎ ǘƻ ǎŜŜ ǿƘŜǘƘŜǊ ǘƘŜ wŜǇǳōƭƛŎŀƴǎΩ ŎƻƴŎŜǇǘ ƻŦ ŦǊŜŜ ƳŀǊƪŜǘ ŎƻƳǇŜǘƛǘƛƻn oǊ ǘƘŜ 5ŜƳƻŎǊŀǘǎΩ ŎƻƴŎŜǇǘ 
of government negotiation will win as the best Part D theory.  More importantly, manufacturers will have to ensure continued compliance with 
whatever regulations are put in place. 

 

 

1 http://oversight.house.gov/documents/20080724101850.pdf 

2 http://www.cms.hhs.gov/PrescriptionDrugCovGenIn/Downloads/PartDDataReg.pdf 

3 http://www.govtrack.us/congress/billtext.xpd?bill=h110-4 

4 http://seniorjournal.com/NEWS/Politics/2007/7-01-11-NegotiatingMedicare.htm 

5 http://www.nytimes.com/2008/12/19/us/politics/19health.html?ref=us 
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The Federal Acquisition Regulation (FAR) Council Issues New Ethics Rule 

By: America Castro, CIS Compliance Specialist  

americacastro@cis-partners.com 

Since the time of Socrates, ethics has been a major area of study that the human race has always tried to understand and define. It goes beyond the 
ǎƛƳǇƭŜ ŎƻƴŎŜǇǘ ƻŦ ǊƛƎƘǘ ǾǎΦ ǿǊƻƴƎΦ Lǘ Ŝƴǘŀƛƭǎ ƭƛǾƛƴƎ ŀ ƭƛŦŜ ƻŦ ǊƛƎƘǘŜƻǳǎ ŎƻƴŘǳŎǘ ǘƘŀǘ ǿƻǳƭŘ ǊŜǎǳƭǘ ƛƴ ŀ άƎƻƻŘέ ƛƴŘƛǾƛŘǳŀƭΣ ŀǎ defined by Socrates. By 
definition, a corporation/company is a legal individual. In the pharmaceutical industry (as in every other industry), Compliance Programs and internal 
ŎƻƴǘǊƻƭǎ ŀǊŜ ōŜƴŎƘƳŀǊƪǎ ǘƘŀǘ ŘŜǘŜǊƳƛƴŜ ŀ ŎƻƳǇŀƴȅΩǎ ŜǘƘƛŎŀƭ ŀƴŘ ǊŜǎǇƻƴǎƛōƭŜ ōŜƘŀǾƛƻǊΦ  

 

On November 12th, 2008, the FAR council issued a Final Rule amending the current FAR (this was in response to a request by the DOJ in May of 2007). 
The rule went into effect on December 12th нллуΦ ¢ƘŜ ǊǳƭŜ ŀƳŜƴŘǎ ǘƘŜ C!wΩǎ ŜȄƛǎǘƛƴƎ ŎƻƳǇƭƛŀƴŎŜ ǇǊƻǾƛǎƛƻƴǎΦ ¢ƘŜ ƴŜǿ C!w ŀƭǎƻ ŀŘŘŜŘ ǊŜǉǳƛǊŜƳŜƴǘǎ ŦƻǊ 
contractors and subcontractors, as the previous rule had failed to impose requirements for the training programs and internal control systems.  

The new rule includes the following changes:  

¶ Government contractors are required to establish internal controls that would detect and prevent improper behavior/conduct in any 
government related contract. Contractors are also responsible for the maintenance of these controls 

¶ Contractors are now entailed to a timely disclosure whenever credible evidence of possible violation of Federal Criminal Law, involving 
“fraud, conflict of interest, bribery, or gratuity of violations found in title 18 of the United States Code, or a violation of the civil False 
Claims Act.” The report is to be handed to the OIG, as well as the contracting officer. The suspected fraudulent activity may take place 
during the actual award performance, or closeout of a Government Contract performed by the contractor or subcontractor. 

¶ Cause for suspension or debarment, under the new rule, is the deliberate failure by a principal to timely (3 years after final payment 
disclose) disclose to the Government, credible evidence of ( this during the performance, closeout, or a subcontract thereafter):  

¶ Violation of Federal Criminal law involving fraud, conflict of interest, bribery, or gratuity violations found in Title 18 of the United 
States Code 

¶ Violation of the civil False Claims Act 

¶ Significant overpayment(s) on the contract, other than payments resulting from contract financing payments as defined in the 
FAR 32.0001 

Notes: 

 

¶ A covered contract is defined  as “any contract in an amount greater than $5,000,000.00 and more than 120 days in duration”  

¶ The new also rule applies to awarded contracts entirely outside of the United States. 1 
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/ƻƴǘƛƴǳŜŘ ŦǊƻƳ tŀƎŜ оΧ 

As expected, reactions across industries are strong. For some, the new rule could make the government a much “less attractive” customer due to all the 
new requirements and amendments.2 However, the overall consensus is the fact this new rule will only make the performance of governmental awards a 
ƳƻǊŜ ŎƭŜŀǊ ŀƴŘ ŜŦŦŜŎǘƛǾŜ άǘǊŀƴǎŀŎǘƛƻƴΦέ LƴŘŜŜŘΣ ǘƘŜ ƴŜǿ ǊŜǉǳƛǊŜƳŜƴǘǎ ǿƛƭƭ Ŝƴǘŀƛƭ ŦǳǊǘƘŜǊ άŎƻƳƳƛǘƳŜƴǘέ ōȅ ŎƻƴǘǊŀŎǘƻǊǎΦ IƻǿŜǾŜǊ, the overall goal is to 
assure true compliance and avoid any possible fraud. Thus, such commitment is fully justified and needed.  

 

The fine line of ethics and compliance within a company will always be a delicate matter. Exactly what companies must do to prove they are compliant, and 
operating under the highest ethical standards, will most likely never be clearly defined.  We will see the overall outcomes of this rule in the months to 
come, as companies start implementing and adapting to these changes to assure compliance.  

 

/L{Ω ƻǿƴ /ƭŀǊƛǎǎŀ /Ǌŀƛƴ ǿƛƭƭ ōŜ ŘƛǎŎǳǎǎƛƴƎ ǘƘŜ C!w bŜǿ wǳƭŜΣ Ǌƛǎƪ ƳŀƴŀƎŜƳŜƴǘΣ ŀƴŘ ǘƘŜ ƛƳǇƻǊǘŀƴŎŜ ƻŦ ŀǳŘƛǘ ǊŜŀŘƛƴŜǎǎ ŀƳƻƴƎ Ƴŀƴy other subjects, in several 
upcoming industry conferences, so be sure to stay tuned as she provides her analysis and thoughts on these issues.  

 

¢ƘŜ ǊǳƭŜ Ŏŀƴ ōŜ ŦƻǳƴŘ ƻƴ /L{Ω t/·Φ CƻǊ ŀ ŎƻƳǇƭŜǘŜ ŎƻǇȅ ƻŦ ǘƘŜ ǊǳƭŜ ǇƭŜŀǎŜ ŜƳŀƛƭ ƳŜ ƻǊ ȅƻǳ Ŏŀƴ ǊŜǘǊƛŜǾŜ ǘƘŜ ŘƻŎǳƳŜƴǘ ōȅ ŎƭƛŎƪƛng on: 11.12.08 Final Rule FAR 
Amendment  

 
CƻǊ ŀ ƭƛǎǘ ƻŦ ǳǇŎƻƳƛƴƎ ŎƻƴŦŜǊŜƴŎŜǎ /L{ ƛǎ ŀǘǘŜƴŘƛƴƎΣ ǎŜŜ ǘƘŜ ά/L{ ¦ǇŎƻƳƛƴƎ 9ǾŜƴǘǎέ ōŀǊ ƻƴ ǘƘŜ Pharma Compliance Blog. 

1 
48 CFR Parts 2,3,9,42 and 52                                                                                                                                                                                                                                                                                                                                                                                     

 
          <http://www.usda.gov/oig/webdocs/FARAmendment2008.pdf> 
 
2 
Smith, Gregory. Mullen. Kevin. ñA New FAR Rule: Mandatory Disclosure Requirements for Contractor Business Ethics Compliance Programsò December 

12
th
 2008              

      
          <http://www.cooley.com/news/alerts.aspx?ID=41476220&print=true> 
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Pharma For Sale - Implications for Both Sides 

By: Katie Lapins, Sr. CIS Compliance Specialist  

katielapins@cis-partners.com 

 

In the current economic environment, many small to mid-size pharmaceutical and biotech companies are scrambling to find money.  Companies with 
visions of going public have been forced to put those plans on hold, and private financing is much harder to come by.  Combine this environment with 
the constant pressure on bigger companies to expand their pipeline and I believe it is inevitable that we will see an increase in the number of mergers, 
acquisitions and partnerships in the upcoming two years.  What does this mean to each party and how can they minimize the potential risk? 

 

CƻǊ ǎƛƳǇƭƛŎƛǘȅΣ LΩƭƭ Ŏŀƭƭ ǘƘŜ ŎƻƳǇŀƴȅ ƴŜŜŘƛƴƎ ǘƘŜ ƳƻƴŜȅΣ ά{Ƴŀƭƭ tƘŀǊƳŀ /ƻƳǇŀƴȅΣέ ŀƴŘ ǘƘŜ ƻƴŜ ǿƛǘƘ ǘƘŜ ƳƻƴŜȅΣ ά.ƛƎ tƘŀǊƳŀ /ƻƳǇanyΣέ ŀƭǘƘƻǳƎƘΣ L 
recognize that these are generalizations that do not always apply. 

 

{Ƴŀƭƭ tƘŀǊƳŀ /ƻƳǇŀƴȅ ƴŜŜŘǎ ǘƻ ƳŀƪŜ ƛǘǎŜƭŦ ŀǎ ŀǘǘǊŀŎǘƛǾŜ ŀǎ ǇƻǎǎƛōƭŜΣ ŀōƻǾŜ ŀƴŘ ōŜȅƻƴŘ ǘƘŜ άǘȅǇƛŎŀƭέ ŀŎǘƛǾƛǘƛŜǎ ǎǳŎƘ ŀǎ ŀǳŘƛǘŀble financial records.  If 
merging with another company or being acquired, there are a few smart steps it must take before any due diligence is performed.  The first is to 
review and perform an internal audit, or at least review, of the calculations associated with its participation in Government Programs.  A GP 
calculation mistake discovered prior to a deal being finalized could bring it to a screeching halt.  Underpayment of Medicaid rebates or overcharging 
PHS or VA entities on a consistent and lengthy basis could result in millions of dollars in liability between the restitution and associated penalties and/
or interest required.  This same impact could also arise as a result of improper activities such as off-label promotion, sampling, violation of the anti-
kickback statute, etc.  Therefore, the second step is to review the existing Compliance Program, especially as it relates to commercial operations.  If 
policies and oversight are weak, strengthening the program and conducting training may be necessary because these steps are often the first line of 
defense. 

Continued on Page 5... 
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Continued from Page 4... 

Big Pharma Company should perform appropriate due diligence in the event of a merger or acquisition, to know what risks are being assumed.  It may 
be that there are significant problems with historical calculations or insufficient controls around a sampling program.  Things like this do not necessarily 
mean a deal should not be completed.  What it means, however, is that senior management should have a good understanding of the potential 
liabilities, and subsequent corrective measures, which will need to be implemented once the deal is finalized.  This type of additional information can 
and should be used to determine the proper valuation of the company or product being acquired. 

 

Regardless of the players, if a partnership to co-ǇǊƻƳƻǘŜ ŀ ǇǊƻŘǳŎǘ ƛǎ ōŜƛƴƎ ŘŜǾŜƭƻǇŜŘΣ ŜŀŎƘ ŎƻƳǇŀƴȅ ǎƘƻǳƭŘ ǊŜǾƛŜǿ ǘƘŜ ƻǘƘŜǊΩǎ /ompliance Program to 
ensure there is sufficient oversight to minimize the risk.  An added complication is if one of the partners is under a Corporate Integrity Agreement (CIA).  
¢ƘŜǊŜ ŀǊŜ ŎŀǎŜǎ ǿƘŜǊŜ ŀ ǇŀǊǘƴŜǊ ǿƛǘƘ ŀ ŎƻƳǇŀƴȅ ƻǇŜǊŀǘƛƴƎ ǳƴŘŜǊ ŀ /L! ƳƛƎƘǘ ōŜ ŎƻƴǎƛŘŜǊŜŘ ŀ ά¢ƘƛǊŘ tŀǊǘȅΣέ ǿƘƛŎƘ ŎƻǳƭŘ ǊŜǉǳƛǊŜ additional compliance 
measures.  There are other cases where a product under a co-promotion agreement will be included in a report that is submitted to the Office of the 
Inspector General (OIG).  This reporting is not an issue in and of itself, but if the OIG finds subsequent compliance issues with the CIA company, the OIG 
may look into the operations of the partner company as well. 

 

Due diligence in mergers, acquisitions and partnerships is common in the areas of sales, chargebacks, commercial contracts, etc.  However, it is less 
common within the realm of compliance and government programs, despite the fact that this can be an area of considerable risk.  Companies that are 
found in violation not only face penalties from the government, but the corrective action required is normally much more stringent, and ultimately more 
expensive, than a traditional compliance program. 

 

Massachusetts Pharmaceutical and Device Manufacturer Conduct Law 

By: Chris Didizian, CIS Compliance Specialist  

chrisdidizian@cis-partners.com 

 

In December 2008, a regulation, 105 CMR 970.000, was passed in Massachusetts interpreting the Massachusetts statute, M.G.L. 111N.  The statute was 
promulgated in 2008 to promote cost containment, transparency, and efficiency in the delivery of quality health care in Massachusetts.   

 

The new regulation will have some serious implications for manufacturers who do business in Massachusetts, in regard to their sales and marketing 
practices.  Effective July 1, 2009, limitations on gifts and benefits provided to healthcare providers will be implemented, as along with a mandatory 
disclosure of certain financial records.  Most notably, however, is the requirement that manufacturers comply with the most recent Marketing Code of 
Conduct circulated by the Massachusetts Department of Health (DPH). The Marketing Code of Conduct, which is still under revision, was intended to be 
no less restrictive than the new PhRMA code; however, the following information suggests otherwise.   

 

¢ƘŜǊŜ ŀǊŜ ǎŜǾŜǊŀƭ ƛƳǇƻǊǘŀƴǘ ŘƛŦŦŜǊŜƴŎŜǎ ōŜǘǿŜŜƴ ǘƘŜ ƴŜǿ aŀǎǎŀŎƘǳǎŜǘǘǎΩǎ aŀǊƪŜǘƛƴƎ /ƻŘŜ ƻŦ /ƻƴŘǳŎǘ ŀƴŘ ǘƘŜ tƘwa! /ƻŘŜΦ CƛǊǎǘ ŀnd foremost, 
compliance with the PhRMA Code is voluntary for non members, but compliance with the Massachusetts Marketing Code of Conduct will be mandatory 
ŦƻǊ ŀƭƭ ŎƻƳǇŀƴƛŜǎ ŘƻƛƴƎ ōǳǎƛƴŜǎǎ ƛƴ aŀǎǎŀŎƘǳǎŜǘǘǎΦ  ²ƘƛƭŜ ǘƘŜ tƘwa! /ƻŘŜ ǇǊƻƘƛōƛǘǎ ƳŜŀƭǎ ƛƴǾƻƭǾŜŘ ƛƴ ǇǊŜǎŜƴǘŀǘƛƻƴǎ άƳŀŘŜ ōȅ Ŧield representatives or 
ǘƘŜƛǊ ƛƳƳŜŘƛŀǘŜ ƳŀƴŀƎŜǊǎΣέ ǘƘŜ ƴŜǿ ƭŀǿ ǇǊƻƘƛōƛǘǎ ŀƭƭ ƳŜŀƭǎ ŜȄŎŜǇǘ ǘƘƻǎŜ ŀǎǎƻŎƛŀǘŜŘ ǿƛǘƘ ƛƴŦƻǊƳŀǘƛƻƴŀƭ ǇǊŜǎŜƴǘŀǘƛƻƴǎ ǿƛǘƘƛƴ ǘƘe pǊŀŎǘƛǘƛƻƴŜǊΩǎ ƻŦŦƛŎŜ ƻǊ 
hospital. The PhRMA Codes allow pharmaceutical and medical device companies to sponsor events that are not accredited by the ACCME, while the MA 
Code requires that all sponsored events must be accredited.   

 

 The Marketing Code, if passed in similar form, will place significant restrictions on the marketing activities of pharmaceutical and medical device 
companies that market and sell their products in Massachusetts. Penalties for non-compliance could amount to $5000 per violation. It is essential for 
employees to be fully aware of the new requirements, and fully trained to act in compliance with them. 
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Letter from the Editor, Meredith Taylor Esq. and 

Sr. Compliance Specialist Alaina Anderson 

 

CIS Proudly Presents the Clinical R&D PCX 

 

Dear Reader and PCX Subscribers,  

 

In January 2006, CIS launched the Federal Government Programs (GP) PCX.  Due to the overwhelming interest and success, in May 2008, we expanded the 
GP PCX to include a number of state programs.  Over the past year, we have had countless requests for enhancements beyond the GP arena (i.e., 
corporate compliance, PDMA, and Clinical and R&D).  We have listened to your requests, and we have begun planning for and making these 
enhancements. 

 

In early 2009, CIS will launch a new PCX website dedicated to Clinical and Research and Development compliance. This website will look and feel the same 
as the GP PCX.    

 

The Clinical R&D PCX will bring accessibility to the ever-expanding laws, regulations, and guidelines required to conduct pharmaceutical Clinical 
Research.  This website takes an international perspective; it contains regulations from the United States and European Union regarding the following 
topics: Clinical Trial Application, Clinical Trial Conduct, Study Sites and IRBs/ECs, Drug Safety, and Marketing Authorization.  There are also plans for future 
site expansion to include regulations from additional geographic regions and guidance documents on sub-topics. The Clinical R&D PCX subscription offers 
these familiar features including:  weekly updates, a monthly newsletter, a hot topics section listing the latest documents, a search function and glossary. 

 

Please pass this newsletter on to any individual in your organization who may have an interest in the Clinical R&D PCX.  We will be offering free trials and 
WebEx demonstrations when the website is launched.  Please contact Alaina Confer Anderson at 484-445-7212 or alainaanderson@cis-partners.com for 
more information.  

 

Best Regards,  

Meredith Taylor, Esquire 

Editor-In-Chief and PCX Product Manager  

meredithtaylor@cis-partners.com 

 

http://www.cis - pcx.com/   

You are receiving this newsletter because you signed up for it online.  

If you would like to subscribe or unsubscribe, please contact Meredith Taylor at meredithtaylor@cis - partners.com . 
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