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THE IMPACT 

What will be the impact of the federal 
legislation requiring companies to disclose 
financial transactions with providers?

FFIISSHHEERR..  The federal legislation is not going to
hugely impact pharmaceutical companies. The
PhRMA guidelines cover a lot of this already. The
biggest change is how companies maintain and
manage all of the information and provide reports
that are accurate and consistent, given differences in
requirements by state and federal legislation. The
impact will be most significant on the device side. 

If you look at the state legislation and at the indi-
vidual state’s requirements, the states have not been
focused on medical devices, but rather on pharma-
ceuticals. On the pharma side, there has been much
more focus and internal policies around tracking of
gifts and spend for the past few years because of OIG
and the PhRMA code, as well as some state reporting
requirements. But the impact for the life-sciences
industry as a whole is that reporting will now be
required in all 50 states, which means quite a bit more
information to identify, align, aggregate, and maintain. 

Device manufacturers are now auditing their sys-
tems for readiness, ensuring organizational alignment
is in place, and refining policies and processes to sup-
port the legislation. This is new for them; historically,
they never had to report their payments.

STATES VS. FEDERAL
How does the federal legislation differ from what
some states require?

FFIISSHHEERR..  There are a couple of differences. The
states are much more varied in what they want
reported. The federal legislation captures the majori-
ty of what the states, in general, are requesting. In
some states, the reporting threshold is quite low,
whereas in others it is higher. The federal legislation
has an even higher monetary reporting threshold. 

The LASTWord

IMS Health’s REBECCA FISHER talks

about what companies should do to

address state and federal reporting

 requirements of transactions with

physicians.

Companies need to move from a manual
to an automated system that accounts
for an evolving regulatory environment,
ensures accuracy and consistency, and
mitigates risk.

and procedures to groups and departments that
haven’t necessarily had much experience in the
past with this type of compliance monitoring and
reporting. 

This is the foundation for aligning and man-
aging this organizational change because it’s
more deeply defined than just the sales and mar-
keting side of the business, where we normally
think it all occurs. 

The first step is to review your systems and
determine ways you can manage these systems
effectively. The systems need to be able to aggre-
gate and match not only the transactional infor-
mation to that professional but also ensure that
professional is matched correctly to the transac-
tion as well. 

In other words, make sure you have the right
honorarium being matched to the right pre-
scriber or the right healthcare professional or
organization. You will need an application that
can streamline many of the processes and that
moves away from a manual effort as much as
possible because you will be creating these
reports several times a year to satisfy these differ-
ent reporting requirements. 

To mitigate risk and ensure confidence that
reports will satisfy both internal policy and future
anticipated changes, the ideal would be to have a
system and process that accounts for an evolving
regulatory environment, while at the same time
ensuring accuracy and consistency across reports
and over time. �

PharmaVOICE welcomes comments about this
article. E-mail us at feedback@pharmavoice.com.

CHANGES TO THE ORGANIZATION

What technology will be needed for these 
reporting requirements?

FFIISSHHEERR..  For pharma and device companies,
internally, the marketing and the sales side of the
organization is only one small piece. There are places
within the company that one does not generally
think of where a transaction or some type of hono-
raria has commenced. 

From an internal organizational alignment per-
spective, this means that a complete diagnostic of
systems and departments needs to take place to
ensure that all transactions are captured and
matched correctly. This entails rigor around policy

Since 2006, more than 20 states have introduced legislation requiring
pharmaceutical and device manufacturers to disclose various 
financial transactions or exchanges of financial value to healthcare
providers and affiliated healthcare organizations. Similar legislation
has recently been enacted at the federal level.

The healthcare reform bill passed by
Congress — and signed by President Barack
Obama — in March incorporates provisions of
the Physician Payment Sunshine Act, which
seeks to establish a nationwide standard
requiring pharmaceutical and medical-device
manufacturers to report to the U.S. Depart-
ment of Health and Human Services informa-
tion regarding their payments to physicians.
This information, which will identify the recipi-
ent, amount, and nature of each payment, will
be posted on a publicly available, online
database six months after the first report is due.

The final version of the reporting require-
ment excludes the honoraria that are typically
paid to physicians for participating in scientific
surveys and marketing research from the
reporting requirements, and this amended lan-
guage is contained in the newly enacted bill.

The PPSA was drafted originally in 2007 by
Senators Max Baucus (D- Montana) and Charles
Grassley (R- Iowa). 

THE FEDERAL EFFORT
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Build your brand
with the company that

built the industry.

When it comes to building brand loyalty and relationships, PSKW offers unmatched

advantages: the most advanced and innovative technology and patient incentive

programs available, the best and broadest in program offerings, and the most

experienced team in loyalty relationship marketing.

The proof is in our revolutionary process like our Free Trial Offer, which delivers

unbeatable savings by leveraging prescription benefits for insured patients.

And, in our 360 degrees of strategic options, including Mail Order, Buy & Bill,

Specialty Pharmacy, and Patient Incentive Programs for Retail.

Count on PSKW for measurable, proven results that build brand trial,
persistence, and compliance, time after time.
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If you’re not getting the best 
in strategy, creative, and service,

we can help dry those tears.

 For a fresh alternative
 call Steven Michaelson at

WISHBONE 646-486-9701
or visit our Web site at 

www.wishbone-itp.com

WHY
CRY? 

Excess Success

Success Without Excess

F A S T  J U S T  G O T  F A S T E R
I N  T H E  T R E A T M E N T  O F  M I G R A I N E . . .

The greatest risk
of anaphylaxis

is not
being prepared for it.

YOU CAN NEVER BE TOO SURE

It’s time for a change. His diaper rash may
      involve a fungal infection
           which other ointments
               may not treat.

G E T  T O  T H E  B O T T O M  O F  I T

 FINALLY, ALLERGY RELIEF HAS TURNED “PRO.”

Introducing NEW ASTEPRO. 
Instead of other 
antihistamines.  And before 
inhaled nasal steroids. 
It takes nasal rhinitis therapy 
to a new level.

FREE VVVATERVVVV222 CLEARANCE

First and only
oral vasopressin
antagonist
that promotes

I M A G I N E  T H E  P O S S I B I L I T I E S

NOW PART OF ROSETTA HEALTHCARE
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