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How do you Process Government
Calculations and Claims

CIS is proud to announce that we will be facilitating the 2nd Annual, Full-Day Advanced Government By: Mike Kurland

Programs workshop at IIR’s Government Programs & Pricing Compliance Summit in Baltimore on
Wednesday, February 11th.

karenbrown@cis-partners.com

Transparency and Its Implications for
Pharmaceutical and Medical Device

Manufacturers
By: Matt Hotz

This is a full day session, running concurrent to the MDRP 101 session. Despite the fact that it is listed as
"B2 Government Programs Fundamentals" on the IIR website, this is no introductory session.

The workshop covers advanced topics across Medicaid, the VA Program and PHS. It brings together
industry professionals, agency representatives, and law firms, providing an alternative forum for people

with industry experience who need more than just MDRP 101. The Updated Sunshine Act

By: Dana Zelig
This format came together as people came to both IIR and CIS with requests to cover more advanced . . . .
topics and discussions. Our approach is to facilitate discussion in a workshop format, where we can Good Reprint Practices Final Guidance—
engage participants in open discussion, share real life experiences and discuss common issues and Einally!

challenges — so you will not see a lot of PowerPoints! By: Justin Will

CIS is committed to working with industry GP professionals to develop forums and venues for thoughtful
and engaged discussion across government programs, discuss topical and challenging issues, and
facilitate increased dialog between industry, agencies, law firms and consulting professionals.

We hope that you are able to participate in this session, and we welcome your thoughts and questions in
advance! LETTER FROM THE EDITOR

For more information or to register for this workshop, please click here .

State Promotional Reporting

If you have questions, or if you are unable to attend but would like a summary of the workshop, please

contact CIS Practice Lead and VP of Regulatory Compliance Chris Cobourn, at chriscobourn@cis- By: Meredith Taylor, Esq.
partners.com. Editor-In-Chief and PCX Product Manager

We hope to see you next week!

How do you Process Government Calculations and Claims?

By Mike Kurland, CIS Director of AccountPartner Services

mikekurland@cis-partners.com

Let me start with a disclaimer. My role at CIS is Director of CIS’ AccountPartner services, which currently offers government pricing calculations (CalcPartner)
and Medicaid Claims processing (ClaimsPartner). With that said, this is a discussion on what to consider when selecting how you will process government
calculations and claims, not answers. The answers to these questions will vary from company to company. What is important is that you ask yourself the right
questions.

First, the options. You can build your own system ranging from spreadsheets to true systems, buy a packaged system, or lease these services. With these
options in mind, a key consideration is whether your team possesses the regulatory knowledge to process government calculations and claims? If not, what
will it take to bring team members up to speed and, just as importantly, what will it take to keep them there when the regulations are constantly changing. This
question should be considered for three reasons. First, it fits into the cost of processing, along with the cost of any system you may implement. Second, there
is a cost associated with erroneous calculations and claims processing; miscalculations can lead to fines and other penalties as well as interest, and they can
open your company up to further audit inquiries. As for claims, if your team is not properly trained to recognize invoice errors of process disputes, you may be
overpaying by not properly disputing claims. Third, if your team is processing they are not performing other tasks that can drive bottom line value.

Continued on Page 2...
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Another consideration is cost/requirement benefit. Can you afford the cost of a packaged system, as well as the cost of implementation and on-
going maintenance that goes along with it? Will you have to hire an implementation team, or does your internal IS department have the
knowledge, experience, and availability to implement the system? Does your team have the business knowledge and expertise to capture all
requirements and create a design to implement them? These are the same questions to ask when building your own system. The only difference
is that these considerations must be taken even more seriously as there will be no base to build from. But can you live without a true system?
Are you confident in the accuracy of your calculations? Are your calculations auditable and repeatable?

Have you considered having an outside service process your calculations and claims? This should not be looked at as a passing of
accountability, but instead as a reasonable consideration. You must, however do your homework. Does the potential partner have highly
knowledgeable people with GP experience processing your calculations and claims? Does the potential partner stay abreast of regulatory
changes? Does the potential partner offer any analytics? What is the processing cost?

There is no one-solution-fits-all answer. The key is asking the right questions to determine what is best for your team’s and company’s situation.
For information on CIS’ CalcPartner or ClaimsPartner service offerings, please feel free to contact me at any time.

Transparency and Its Implications for Pharmaceutical and Medical Device
Manufacturers
By: Matt Hotz, CIS Sr. Associate

matthotz@cis-partners.com

Regulations requiring disclosure of physician payments by pharmaceutical companies and medical device manufacturers have been in “pending
legislation” form for years. Several states have already passed their own versions of these so-called sunshine laws, and at the federal level, the
first iteration of the Physician Payment Sunshine Act was introduced in the Senate in 2007. The 2009 incarnation of the Physician Payment
Sunshine Act was released by Senators Herb Kohl (D-WI) and Charles Grassley (R-1A) two days after the inauguration of President Obama.

The concept motivating these laws is transparency, and in government, it applies to much more than payments made to physicians by
pharmaceutical companies. But what does transparency mean in this broader context? In short, transparency means conducting government
business openly; transparency involves making everything from government processes to legislative deliberations to financial data available to
anyone who wants to see it. Transparency enables oversight of the workings of government, and this oversight, in theory, makes government
less susceptible to corruption. A famous quote from Supreme Court Justice Louis Brandeis illustrates the idea behind open government so well
that its inclusion in any discussion of transparency is all but mandatory:

Publicity is justly commended as a remedy for social and industrial diseases. Sunlight is said to be the best of
disinfectants; electric light the most effective policeman.

President Obama has employed transparency as one of his recurring themes since his general election victory in November 2008. During his
inaugural speech, in a passage about federal spending, the President stated that:

those of us who manage the public's dollars will be held to account -- to spend wisely, reform bad habits, and do
our business in the light of day -- because only then can we restore the vital trust between a people and their
government.

The new administration’s commitment to transparency was formalized in a pair of memos issued on January 21, 2009. The first memo addresses
the Freedom of Information Act and states that “all agencies should adopt a presumption in favor of disclosure” for all decisions involving the
Freedom of Information Act (FOIA). The second memo is titled Transparency and Open Government, and it explicitly announces the Obama
administration’s attitude towards government and its relationship with the public.

The prominence of transparency as a dominant theme of the nascent Obama presidency is a call to action for pharmaceutical and medical device
manufacturers. As the concept gains traction, it will be applied more broadly. Sunshine laws addressing physician payments will likely become
stronger, and legislation requiring disclosure far beyond the scope of physician payments will likely follow.

Continued on Page 3...
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Clearly, companies looking to mitigate their audit risk should try to anticipate the types of regulations and standards likely to be implemented in the
near future. Consequently, companies should develop compliance strategies for any potential regulations and standards which would necessitate
investments of time, resources, or both. These steps, though, will no longer be sufficient. In an environment that values transparency, the

attention of regulators, industry watchers, and the public will be drawn to companies that choose to disclose as little as necessary to maintain
compliance. Companies should take steps now to foster an atmosphere of transparency across their entire corporate culture.

The Updated Sunshine Act
By: Dana Zelig, CIS Sr. Associate

danazelig@cis-partners.com

As described in Matt Hotz's article, “Transparency and its Implications for Pharmaceutical and Medical Device Manufacturers,” transparency is
going to be an increasingly important theme in new government laws and regulations, including those monitoring pharmaceutical and medical
device manufacturers. The most relevant example is the bill by Senators Chuck Grassley and Herb Kohl, which has recently been revised and
resubmitted as the Physician Payments Sunshine Act of 2009 (S. 301, 111" Cong.).

The Sunshine Act has been drafted in an attempt to require all manufacturers of drugs, devices, biologics and medical supplies to report any
payments to doctors and group purchasing organizations (GPOs) that could influence their decisions to purchase, prescribe, and endorse these
products. As described in the Act:

The term ‘payment or other transfer of value’ means a transfer of anything of value and includes... any compensation, gift, honorarium,

speaking fee, consulting fee, travel, services, dividend, profit distribution, stock or stock option grant, or ownership or investment interest. !

The Pharmaceutical Research and Manufacturers of America (PhRMA) are also regulating money spent on physicians. PhRMA’s updated “Code
on Interactions with Healthcare Professionals for 2009” limits the amount of money manufacturers can spend on meals, promotional items, and
speaking engagements for doctors.? This coincides with Grassley and Kohl’'s desire to limit the influence manufacturers have on physicians. As
explained on PhRMA’s website:

The Code is based on the principle that a healthcare professional’s care of patients should be based, and should be perceived as being
based, solely on each patient’s medical needs and the healthcare professional’s medical knowledge and experience.’

On the heels of the new PhRMA Code, which took effect on January 1, 2009, Grassley and Kohl introduced their revised Sunshine Act to the
Senate with some significant changes from the 2007 version of the bill (S. 2029, 110" Cong.).* For example, the 2007 version required reporting of
any payments totaling at least $500 per recipient per calendar year, and the 2009 version lowered the threshold to $100. The new version also
increased the maximum penalties for failing to report, from $5,000 to $10,000 for individual payments, and from $50,000 to $150,000 for annual
submissions. In addition, “The current version of the Sunshine Act requires the Secretary to submit each year to Congress a report of the
information provided to the Secretary aggregated by manufacturer and a description of any enforcement actions taken.”® These revisions could
mean serious changes for manufacturers if the bill is passed.

But how will the revised Sunshine Act serve to increase transparency and effectively monitor the influence manufacturers have over physicians and
GPOs? Senator Grassley ties it all together nicely:

Shedding light on industry payments to physicians would be good for the system. Transparency fosters accountability, and the public has a
right to know about financial relationships. Patients rely on their doctors' advice. Taxpayers spend billions every year on prescription drugs
and medical devices through Medicare and Medicaid. They also fund tens of billions of dollars of medical research each year, and the
doctors conducting that research have a big influence on the practice of medicine.®

Continued on Page 4...
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Despite the proposed merits of transparency, however, the Physician Payments Sunshine Act is one Senators Grassley, a Republican from lowa, and
Kohl, a Democrat from Wisconsin have long been unsuccessfully trying to push through Congress. But pharmaceutical and device legislation is
gaining traction in President Obama’s new era of transparency, and Grassley is confident that the revised Sunshine Act, which would establish
penalties as high as $1 million a year for non-compliant manufacturers,” will soon be a reality, saying:

Since we first introduced the bill, there has been a groundswell of support from every corner. Patients want to know that they can fully trust the
relationship they have with their doctor. | am confident this legislation will pass during the 111th Congress.®

In anticipation of the bill's eventual approval, many manufacturers have already taken steps to proactively report payments and incentives provided to
physicians. However, some large manufacturers have met with setbacks, finding that reporting dollars spent on lunches, honorariums, grants and
speaking fees would be easier if records had been consistently maintained across their various divisions.® If meeting internal reporting goals has
proven difficult for manufacturers, they can expect even more pressure if the revised Sunshine Act passes as anticipated. The Act would set a
reporting deadline of March 31, 2011 for all manufacturers of drugs, devices, biologics, and medical supplies.

! The Physician Payments Sunshine Act

http://aging.senate.gov/letters/ppsabill2009.pdf

PhRMA Code on Interactions with Healthcare Professionals
http://www.phrma.org/files/PhRMA%20Marketing%20Code %202008.pdf
3

PhRMA.org
http://www.phrma.org/code_on_interactions_with healthcare professionals/

Senators Grassley and Kohl Introduce a Revised Version of the Physician Payments Sunshine Act of 2009
http://www.ebglaw.com/showclientalert.aspx?Show=9667
° Senators Grassley and Kohl Introduce a Revised Version of the Physician Payments Sunshine Act of 2009
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Grassley, Kohl Continue Campaign To Disclose Financial Ties Between Doctors And Drug Companies
http://www.medicalnewstoday.com/articles/136470.php

The Physician Payments Sunshine Act
http://aging.senate.gov/letters/ppsabill2009.pdf
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o New Rules on Doctors and Medical Firms Amid Ethics Concerns
http://www.nytimes.com/2009/01/24/business/24device.html?_r=3&pagewanted=2

Good Reprint Practices Final Guidance - Finally!
By: Justin Will, Esq., CIS Manager

justinwill@cis-partners.com

On January 13, 2009 the Food and Drug Administration (FDA) issued final guidance for the dissemination of off-label reprints. The “Good
Reprint Practices” guidance outlines the FDA'’s current opinion on drug or device manufacturers’ distribution of medical journal articles and
scientific or medical reference publications that discuss unapproved new uses for approved drugs or approved medical devices marketed in the
U.S." The guidelines were proposed in February, 2008 and the FDA took public comments before releasing the final version of the guidance.
Considering the constant pursuit of transparency in the healthcare industry, the final guidance provides the physicians and manufacturers with
specific boundaries regarding the dissemination of off-label information.

In its guidance, the FDA avoids banning the dissemination of off-label information and confirms that the public health can be served by allowing
the distribution of truthful, non-misleading information to physicians and/or healthcare providers. Even though off-label promotion is illegal,
doctors can prescribe drugs for any use that they deem appropriate?, and the new guidance will help ensure that the physicians receive important
information in a timely fashion.

Continued on Page 5...

HOME



http://aging.senate.gov/letters/ppsabill2009.pdf
http://www.phrma.org/files/PhRMA%20Marketing%20Code%202008.pdf
http://www.phrma.org/code_on_interactions_with_healthcare_professionals/
http://www.ebglaw.com/showclientalert.aspx?Show=9667
http://www.ebglaw.com/showclientalert.aspx?Show=9667
http://www.medicalnewstoday.com/articles/136470.php
http://aging.senate.gov/letters/ppsabill2009.pdf
http://www.medicalnewstoday.com/articles/136470.php
http://www.nytimes.com/2009/01/24/business/24device.html?_r=3&pagewanted=2
mailto:justinwill@cis-partners.com

/ Powered by I: 3

Continued from Page 4...

The guidance outlines the conditions where the FDA would not consider the dissemination of certain materials as off-label promotion. To comply
with the guidance, the information must be truthful and non-misleading, and also should:

1. Be published by an organization with an editorial board that uses experts who have demonstrated expertise in the subject of the article under
review by the organization, and who are independent of the organization, to review and objectively select, reject, or provide comments about
proposed articles. The organizations must disclose any conflicts of interests or biases for all authors, contributors or editors associated with the
journal or organization;

2. Be reviewed and published in accordance with peer-review procedures;

3. Not be in the form of a special supplement or publication that has been funded by the manufacturer;
4. Be in the form of an unabridged, unmarked reprint;

5. Not be influenced by the manufacturer who is disseminating the publication;

6. Be accompanied by the approved labeling for the drug or medical device and, when possible, be accompanied by a comprehensive
bibliography of publications discussing adequate and well-controlled clinical studies published in medical journals or medical or scientific texts
about the use of the drug or medical device;

7. Be disseminated with a representative publication, when such information exists, that reaches contrary or different conclusions regarding the
unapproved use;

8. Be distributed separately from information that is promotional in nature.

While the new guidance should provide some clarity for the industry regarding the distribution of reprints, there is still opposition to the guidance as
written. Representative Henry Waxman has criticized the guidance for being too lenient® and the Washington Legal Foundation could target the
guidance on Constitutional grounds as too restrictive*.

Some opponents argue that the guidance has provided some ambiguity regarding the FDA'’s stance on off-label promotion. For example, the legal
justification for a complete ban on the dissemination of off-label information (regardless of its truth or the public’s safety) is absolute and explained
in the guidance:

The FD&C Act and FDA'’s implementing regulations generally prohibit manufacturers of new drugs or medical devices form distributing products in
interstate commerce for any intended use that FDA has not approved as safe and effective or cleared through a substantial equivalence
determination. The Agency recognizes the value of having new indications and intended uses for products approved or cleared by FDA and
encourages sponsors of medical products to seek such approvals or clearances. An approved drug that is marketed for an unapproved use
(whether in labeling or not) is misbranded because the labeling of such drug does not include “adequate directions for use.” Similarly, a medical
device that is promoted for a use that has not been approved or cleared by FDA is adulterated and misbranded.

In the next paragraph, however, the guidance provides the FDA'’s rationale for allowing the dissemination of the reprints. The rationale focuses on
truth and the public’s safety.

FDA does recognize, however, the important public health and policy justification supporting dissemination of truthful and non-misleading medical
journal articles and medical or scientific reference publications on unapproved uses of approved drugs and approved or cleared medical devices to
healthcare professionals and healthcare entities._Once a drug or medical device has been approved or cleared by FDA, generally, healthcare
professionals may lawfully use or prescribe that product for uses or treatment regimens that are not included in the product’s approved labeling (or,
in the case of a medical device cleared under 510(k) process, in the product’s statement of intended uses)._These off-label uses or treatment
regimens may be important and may even constitute a medically recognized standard of care._ Accordingly, the public health may be advanced by
healthcare professionals’ receipt of medical journal articles and medical or scientific reference publications on unapproved new uses of approved
or cleared medical products that are truthful and not misleading.’

The guidance provides a safe harbor to manufacturers by allowing them to distribute scientific information regarding the off-label use of their drugs
and devices; however, it does not eliminate the risk associated with off-label promoting. The guidance represents FDA'’s “current thinking” which
could be subject to change. Furthermore, the guidance could be read to imply that a manufacturer can comply with the guidance, then separately
violate the ban on off-label promotion, at which point the safe harbor conduct could become fair game. Manufacturers should be aware of any
changes to the guidance brought about by the new administration and use the guidance only as a supplement to their existing compliance
program.

' 74 Fed. Reg. 1694 (Jan. 13, 2009). See http://www.fda.gov/oc/op/goodreprint.html.

2 FDCA §§551-557, codified at 21 U.S.C. §360aaa.

3 http://oversight.house.gov/story.asp?ID=1641

(See, e.g., Washington Legal Foundation v. Friedman, 13 F. Supp. 2d 51 (D.D.C. 1998), appeal dismissed and judgment vacated in part by Washington Legal Foundation v. Henney, 202 F.3d
331 (D.C.Cir.2000).)

* See Guidance at “Purpose” section.

See Guidance at “Purpose” section.

HOME




Pharma Compliance

EXChCInge Powered by I!E

Letter from the Editor,

Meredith Taylor, Esq.

State Promotional Reporting

Dear Reader and PCX Subscribers,

By now you have undoubtedly noticed a trend in our newsletter articles for this month... TRANSPARENCY! Last week, | attended the 6th Annual
Compliance Congress, hosted by CBI, and this theme ran through the entire conference; transparency was a buzz word to say the least. With the
change in administrations, the scruinty of our industry, and the potential for collecting funds from manufacturers to reduce the deflect, the trend
towards transparency will ever increasingly expand. We are about to see an influx of legislation, both federally and on the state level, mandating
the initiation of compliance programs, disclosure of certain spending, and licensing of companies and employees, and implementing restrictions on
spending, etc.

Dana Zelig and Matt Hotz wrote about the Sunshine Act and the federal effort to require manufacturers to report their aggregate spending on
healthcare providers. In all likelihood, as Dana articulated, this bill will likely pass and become a law. Some pharmaceutical companies have
voluntarily begun to track aggregate spend for all state, for all items and fees paid to various individuals and entities, in anticipation of the passing
of this bill. This is in addition to the six states that already require some type of reporting for spending on physicians, pharmacists, and/or hospitals,
which is not-voluntary. When the Sunshine Act becomes law, it will supersede this state requirements, but for now, theym ust be followed.
Surprisingly, not all manufacturers are away that there are currently disclosure laws that must be followed. Lucky for those manufacturers, | will
summarize them for you!

The states which require promotional spending disclosure include: DC, Maine, Massachusetts, Minnesota, Vermont, and West Virginia. Items for
which disclosure is required include:

1 DC - By July 1, 2009 report money spent on: food, gifts, fees to healthcare provider or employee; aggregate cost of advertising expense
from consultant or employee; and expenses associated with educational programs. (<$25 spent is exempt)
ME - By July 1, 2009 report money spent on: food, gifts, fees to healthcare provider or employee; aggregate cost of advertising expense
from consultant or employee; and expenses associated with educational programs (< $25 spent is exempt) 2
MA — Beginning July, 2010 report money spent on: any fee, subsidy, economic benefit and recipient directly or through agents to a
physician, hospital, nursing home, pharmacists, or prescriber. (<50 exempt) *

MN - B)f1 May 1, 2009 report money spent on: fees to prescribers; educational grants, honoraria; consulting services (<$100 spent is
exempt)

VT — By Dec 1, 2009 report money spent on: gifts, fee, payment, subsidy in connection with promotional activities to a physician, hospital,
nursing home, pharmacists, or prescriber (<$25 is exempt’°®

1 WV — By April 1, 2009 report money spent on: gifts and incentives to prescribers; fees for advertising (<$100 is exempt)®

To access the statutes/regulations cited above, and for a more robust summary of the promotional spending requirements, go to the Promotional
Spending and Tracking Requirements on the PCX: Promotional Activities at a Glance . This portion of the PCX has recently been updated, so
please check it out!

Best Regards,
Meredith Taylor, Esquire
Editor-In-Chief and PCX Product Manager

meredithtaylor@cispartners.com

2 22 MR.S.A.§2698-A

3 M.G.L. c. 111N section 6; 105 CMR 970.009

4 M.S.A §151.461 and MN ST §151.47 and MSA 10A.071

® 18 V.S.A.§4632 and 18 V.S.A. § 4633 and 33 V.S.A. § 2005a

® W.Va. Code § 5A-3C-13
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The following is a correction to an article entitled, “Massachusetts Pharmaceutical and Device Manufacturer Conduct Law” that appeared in the
January 2009 newsletter:

The author stated that, “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. " This sentence should have been replaced with a sentence reading,
“This code of conduct, which is still under revision, is designed to be no less restrictive than the new PhRMA code.”

We apologize to our readers for this oversight.

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

You are receiving this newsletter because you signed up for it
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