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THOUGHT LEADERS

BY ELISABETH PENA VILLARROEL

Cu l t u re of Co m p l i a n ce
C U TTING T H ROUGH 

few years after the Ph a rm a ce u t i cal Re s e a rch and Ma n u f a ct u rers of Am e ri ca (PhRMA) code and the

Of f i ce of the Inspe ctor Ge n e ral (OIG) guidance, and the more re ce nt implications of the 

Ac c re d i t ation Council for Co ntinuing Me d i cal Ed u cation (ACCME) standards and FDA dra ft

g u i d a n ces re g a rding co m m u n i cation with healthca re prov i d e r s, t h e re is the pe rception that pharm a ce u t i ca l

companies are still struggling with co m p l i a n ce.But the issue for industry ex pe rts at pharm a ce u t i cal co m p a-

nies and serv i ce suppliers is not about being co m p l i a nt, but rather the implications and application of the

m a ny re g u l ations and guidances that apply to the marketing of their prod u ct s. To co m p l i cate mat te r s, t h e

i n d u s t ry is being pummeled by bad press and increased scru t i ny,w h e re critics highlight exceptions in mar-

keting co m p l i a n ce as reasons why the industry is failing in this are a .

E X P E RTS SAY TO APPEASE CRITICS AND PREVENT FURTHER EMBA R RA S S M E N TS ,

P H A R M AC E U T I CAL CO M PANIES NEED TO GO BEYOND SIMPLY FOLLOWING THE RULES AND 

C R E ATE A CULTURE OF COMPLIANCE WITHIN THEIR ORG A N I ZATIONS TO FOSTER AND PRO M OT E

AN ETHICAL ATMOSPHERE T H AT WILL RESULT IN COMPLIANT BEHAV I O R .

THE CO N F U S I O N

A
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A COMPLIANT STAT E ?

The number of re g u l ations and guidance s
t h at now impact pharm a ce u t i cal co m p a-
nies is daunt i n g. Judging whether a co m-
p a ny is be h aving in a co m p l i a nt manner
d e pends on the re g u l ations themselve s
and the people being aske d.

S H E R M A N . This industry is now hyper- re g u-
lated, and this has created a situation in which
compliance becomes difficult. Even if a compa-
ny thinks it is compliant with all of the guide-
lines set by the FDA, there is the PhRMA code
to consider. And while the PhRMA code is vol-
u n t a ry, the OIG states that companies should
really follow the PhRMA code, which raises the
question: Is it really voluntary? There are a lot
of diff e rent stakeholders telling people what
they should do, so the pharmaceutical industry
is now beholden to a lot of organizations and
that makes compliance diff i c u l t .

S A Z D A N O F F. The healthcare industry is in
the spotlight for a variety of reasons. Health-
c a re is very important to everyone, it involves
a high pro p o rtion of government spending,
and there are a lot of new legal developments.
But the industry continues to challenge itself
and be challenged by its stakeholders, as it
should be, to raise the bar for good marketing
practices. And there are a number of ways in
which the industry promotes that with initia-
tives such as the PhRMA and AdvaMed codes.

F R E E M A N . Some of the challenges the indus-
t ry is facing are because of the continued evo-
lution of, and uncertainty over, the standard s
for marketing compliance. While great strides
w e re made with the adoption of the PhRMA
code, re q u i rements have not become fixed.
Instead, individual states — California, Ve r-
mont, and other states — continue to impose
new and changing re q u i rements. That said, it
seems negative attention on marketing prac-
tices is closely linked with the more general
negative perceptions of the industry. We can
t ry to rehabilitate the industry ’s reputation by
establishing clear standards of behavior, such
as the development of the PhRMA code, and
by following those standard s .

CO R S O N . The industry is accustomed to a
high degree of regulation and has been very
p roactive in the promotion and understanding
of the final OIG guidance. The bigger chal-
lenge comes from the state level, where indi-
vidual state laws may conflict with other re g-
ulations or differ from state to state. This type
of inconsistency can create significant re s o u rc e
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C U LT U R E of compliance

CATHERINE SAZDANOFF.Ab bott 

It isn’t enough for companies to take the Ph R M A
cod e, p h o toco py it, and hand it out to employe e s.
ETHICS AND COMPLIANCE NEED TO BE 
I N T E G RATED WITHIN THE BU S I N E S S .

9P h a r m a V O I C E M a y  2 0 0 5



C U LT U R E of compliance

issues and compliance concerns, because the
need to remain current and meet all re q u i re-
ments is imperative to conduct business. Ide-
a l l y, consistency across states on matters such
as drug sampling, midlevel practitioner pre-
scribing rights, promotional gift limits, and
general re p o rting re q u i rements would be
h e l p f u l .

N A S H . The industry is working very hard to
achieve compliance. But there are still a lot of
gray areas with the rules. Companies are stru g-
gling with the PhRMA code, for example. It’s
a helpful guidance but doesn’t go far enough
in many situations. I also think companies
need to do a better job of encouraging their
employees to approach managers and compli-
ance officers with questions. Some of the
“urban legends” can get out of hand and cre-
ate a culture of fear.

PITTS. Pharmaceutical companies always
strive to be in total compliance. You’d be hard
p ressed to find a pharma company that does
not view compliance as a top goal. Do they
make mistakes? Of course, but that doesn’t
mean they are in any way trying to skirt the
issue or push compliance to its limit; they are

doing exactly what the laws say they need
to do. The reason there has been so much
recent attention from Washington is that
politicians have found a sound-bite plat-
f o rm that resonates with the media. The
p h a rma industry is not viewed positively,
so anything that it does is painted with a
b road, and extraordinarily negative, bru s h .

N O O N . The pharmaceutical industry is
s t ruggling with how to make the re g u l a t i o n s
fit within day-to-day business. Companies
would really like some black-and-white
answers as to what is appropriate or inappro-
priate when marketing a product. Unfort u-
n a t e l y, if the government steps in to issue a
regulation around the marketing of any type
of healthcare product, including pharm a c e u t i-
cals, it appears that it would prefer that com-
panies just not engage in marketing at all.
Companies have to explore ways to go about
getting the word out about their pro d u c t s .
They need to ensure that healthcare pro f e s-
sionals are aware of what those products can do
without stepping over the line and engaging
in practices that may appear to be trying to
induce a sale.

ACO S TA . I don’t believe the industry as a
whole is struggling with compliance; these are
sophisticated companies that routinely face
regulation and scru t i n y. The many lawsuits we
a re seeing apply today’s current thinking to
conduct of the past. This notwithstanding, the
i n d u s t ry still has work to do to fully under-
stand its own practices and put appro p r i a t e
c o n t rols in place. This is still a major work in
p ro g ress for many companies, even for larg e

ones. The main task remains educating senior
marketing and sales executives that many of
the activities on which they have pre v i o u s l y
relied can no longer be pursued or may have
to be relegated to other areas of the business.

TA BU E N A . The pharmaceutical and re l a t e d
life-sciences industries are struggling with
marketing compliance. This shouldn’t be
wholly surprising as it parallels what we’ve
seen in other areas of healthcare. That sales,
marketing, and promotional activities of man-
u f a c t u rers can unduly influence physician pre-
scribing practices has long been re c o g n i z e d .
Underlying any “marketing activity” is the
hope for future business — otherwise what is
the point? How financial relationships inter-
sect, conflicts of interest, the anti-kickback
statute, and the False Claims Act and how
these are viewed by the government is nothing
new in healthcare. Knowing where to draw
the line between promoting awareness and an
unlawful inducement is the challenge. The
best defense is a proactive compliance pro-
gram. Having a compliance function with re a l
clout in the organization that provides a bal-
ance between operational incentives has had
some proven success, although the amended
federal sentencing guidelines illustrate that a
compliance program must meet several signif-
icant criteria to succeed. It’s not easy; health-
c a re has been grappling with this for close to a
decade, and compliance programs are only
recently beginning to take hold.

KA M P. The issue for all of us is the uncert a i n-
ty around accredited CME. Most of that
u n c e rtainty is being created by a series of
investigations by people within the Depart-
ment of Justice, who are acting under the aus-
pices of the HHS Inspector General. Essential-
l y, those investigators are looking for any

S H E R RY CO R S O N . So l vay Ph a rm a ce u t i ca l s

The industry is accustomed to a high degree of 
re g u l ation and has been ve ry pro a ct i ve in the 
p romotion and understanding of the final OIG 
g u i d a n ce. THE BIGGER CHALLENGE CO M E S
F ROM THE STATE LEV E L , WHERE INDIVIDUA L
S TATE LAWS MAY CONFLICT WITH OT H E R
R E G U LATIONS OR DIFFER FROM STATE 
TO STAT E.

JOHN KA M P. Coalition for He a l t h ca re 

Co m m u n i cation 
THERE IS UNCERTA I N TY NOW
B E CAUSE INVESTIGATORS ARE
USING NOVEL APPROACHES TO
INTERPRETING THE LAWS TO 
C R E ATE W H AT I THINK ARE NEW
W RO N G S.So no one kn ows for sure
ex a ctly what the laws fo r b i d.This 
c re ates a cold wind across the industry.
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evidence of violations of the Food and Dru g
Act, the False Claims Act, and the Anti-Kick-
back Act. Many of these investigators are
using novel approaches to interpreting these
laws to create what I think are new wro n g s .
These creative investigations create uncert a i n-
t y. No one knows for sure exactly what the
laws forbid. Understandably, this is suppre s s-
ing the inclination of the drug industry to
s u p p o rt CME. 

D OY L E. The entire industry is stru g g l i n g .
T h e re is no consistency with compliance stan-
d a rds and policies. The OIG guidance is just
that, a guidance subject to legal interpre t a-
tion. The end results are diff e rent legal inter-
p retations and diff e rent types of compliance
policies. There is not a clear industry standard
re g a rding promotion and CME. That said, I
believe the industry is trying to comply to the
best of its ability to avoid investigations and
significant fines. But, because of the lack of
c o n s i s t e n c y, the perception is that some com-
panies are not as “OIG compliant” as others,
and the playing field is “not fair.” More o v e r,
smaller pharmaceutical manufacturers do not
seem to be aware of the OIG compliance guid-
ance, or they are not taking action because
they do not have the re s o u rces to address the
issues at hand. Finally, physicians do not
understand the rationale for the actions being
taken by the pharmaceutical manufacture r s
with re g a rd to compliance. This is resulting in
i n c reased frustration that is negatively impact-
ing pharmaceutical manufacturers with their
respective customers.

L EV Y.T h e re is an implication that the outliers
in our industry are the norm. The whistle-
blowing cases are being held up as “standard ”
practices instead of as exceptions that should
be corrected. There has been a wake-up call for
i n d u s t ry CEOs and senior leaders, who now
recognize that they need to know what is

going on in every facet of their organization or
risk a huge liability. I believe that the industry
is taking very responsible actions in ensuring
ethical marketing practices, and I believe that
the pharmaceutical companies’ customers, the
h e a l t h c a re professionals, have long been a self-
policing mechanism. Physicians have always
relied on clinical data to support their pre-
scribing decisions and have always questioned
inadequate or misleading information.  

P I TTS . P a rt of the problem is that federal re g-
ulations in general, and FDA regulations in
p a rt i c u l a r, can be ambiguous. The unfort u n a t e
result is that a company doesn’t always know
if it is, in fact, in compliance. Regulators love
a m b i g u i t y. Ambiguity is power, and drawing
bright lines as to what is in compliance, in
many respects, takes power away from the
agency and the regulators. Clearly the goal is
for companies to do the right thing on their
own. But to do that, they need to know what
the right thing is. And unless people know for
s u re what is in compliance, they will take the
route they are most certain is in compliance.
In short, they will use their judgment. The
t roubling thing is that being in compliance
and doing the best thing for public health are

not always the same thing. DTC advertising is
an excellent example of this. One could look
at the brief summary and say it does nothing
to advance public health, but that is exactly
what pharma companies are told to do. If they
do anything other than what they are sup-
posed to do, they run the risk of receiving a
w a rning letter.

N O O N .T h e re are a lot of investigations and a
lot of clamor around illegal conduct, but for
the most part from an organizational stand-
point, the conduct in question was not some-
thing that was condoned or pushed by the
c o m p a n y. It may be the case of zealous sales
agents who decided they wanted to be more
e n t re p reneurial, but on an org a n i z a t i o n a l
level, noncompliance is not condoned.

COMPLIANCE 
BEST PRAC T I C E S
To keep on top of all the rules and re g u l a-
t i o n s,companies need to implement effe c-
t i ve co m p l i a n ce prog rams and tra i n i n g
and then put in place a checks-and-bal-
a n ces sys tem for self-monito ri n g.

F R E E M A N . One initiative that we consider to
be a best practice was a 2004 project to dis-
tribute copies of the PhRMA code to all of our

LAWRENCE SHERMAN. Jobson Ed u cation Gro u p

A problem that is emerging is that companies are now putting guidelines
in place that are more stri ct than the ones they are re q u i red to fo l l ow.
CO M PANIES ARE NOT ONLY FOLLOWING ALL OF THE DIFFERENT 
G U I D E L I N E S , BUT T H EY ARE TAKING IT TO THE NEXT LEVEL TO MAKE
SURE T H EY ARE PROT E C T E D.

J O DY NOON. De l o i t te & To u c h e

I N T E R P R E TATION OF THE VA R I O U S
GUIDANCES IS AN ISSUE. A marke t i n g
p ra ct i ce, such as distributing mouse pads
with a prod u ct log o, m i g ht be okay fo r
one co m p a ny but might not be okay fo r
another co m p a ny.The lack of clari ty
a round acceptable business pra ct i ce s
m i g ht prompt a whistleblower to take
a ct i o n , when there was no inte nt to bre a k
the law.
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physician customers. This project gave us the
o p p o rtunity to publicly and unequivocally
d e c l a re our commitment to compliance and to
educate physicians about the rules under
which we operate. We explained that the
PhRMA code rules are consistent with the

AMA guidelines that govern physician con-
duct. This initiative also told both physicians
and our salesforce that we can expect physi-
cians to hold us to our commitment. We
received very positive feedback from our sales-
f o rce and from our physician customers.

S AU N D E R S . We keep marketing compliance
simple. We try to follow three golden ru l e s
that we teach to all of our sales and market
p rofessionals in the company: pro m o t i o n a l
messages are always within label, truthful, and
fair balanced; we don’t buy business; and we
only obtain a customer’s service for sound
business reasons, and we always pay a fair

market price. These rules are very easy to
understand, and our people know what is
expected of them. Essentially we teach our
sales and marketing professionals that if they
live by those rules, 99% of the time they are
going to be in compliance. 

CO R S O N .Our company focuses on therapeu-
tic area alignment, not just in sales and mar-
keting but in re g u l a t o ry and clinical areas as
well. We provide the opportunity to sharpen
i n t e rnal expertise and establish clear team
d i rection. Having key corporate areas aligned
by therapeutic discipline translates into con-
sistency in product and process knowledge,

I N D U S T RY-SPECIFIC GUIDANCES

M AY 2005

Ac c re d i t a tion Council for C o nt i n u i n g

Me d i cal Ed u cation (AC C M E ) :

St a n d a r ds for C o m m e rcial S u p po r t 

Ad o p ted in Se p te m ber 2004, the 

s t a n d a rds we re designed to ensure the

i n d e pe n d e n ce of CME activities from 

co m m e rcial inte re s t.

F E B RUA RY 2004

The Food and Drug A d m i n i s t r at i o n :

Dra ft Gu i d a n ces — Brief S u m m a r y:

Disclosing Risk Inf o rm ation in 

Co n s u m e r - Di re c ted Pr i nt 

Adve rt i s e m e nt s ;“ He l p - Se e ki n g ”

and Other Disease Aw a reness 

Co m m u n i c ations by or on behalf of

Drug and De v i ce Fi rm s ; and Co n s u m e r -

Di re c ted Br o a d cast Adv e rtising of

Re s t ri c ted De v i ces 

Designed to improve co m m u n i cat i o n s

to consumers and healthca re pra ct i t i o n e r s

a bout health conditions and medical 

p rod u ct s, these guidances provide new 

d i re ction to sponsors on how to provide 

h i g h e r - q u a l i ty health info rm ation to the 

p u b l i c.

J A N UA RY 2004

Adva n ced Me d i cal Te c h n o l o gy A s s oc i at i o n

( Adva Me d ) : The Code of Ethics for 

I nte ra c tions with Health C a re 

Pro fe s s i o n a l s

Vo l u nt a ry code of ethics facilitates 

m e m be r s’e t h i cal inte ra ctions with individuals

or entities that purc h a s e, l e a s e, re co m m e n d,

u s e, a rrange for the purchase or lease of, o r

p re s c ri be membe r s’ m e d i cal te c h n o l ogy 

p rod u cts in the Un i ted St ate s.

M AY 2003

Of f i ce of the Insp e ctor G e n e ral (OIG):

Final C o m p l i a n c e Pro g ram Gu i d a n ce for 

Ph a rm a ce u t i c al Ma n u f a ct u r ers 

Sets fo rth general views on the value and

f u n d a m e ntal principles of co m p l i a n ce 

p rog rams for pharm a ce u t i cal manufact u re r s

and the specific elements that pharm a ce u t i ca l

m a n u f a ct u rers should consider when 

d eveloping and implementing an effe ct i ve

co m p l i a n ce prog ra m .

J U LY 2002

Ph a rm a ce u t i c al Re s e a r ch and 

Ma n u f a ct u r ers of A m e ri c a (Ph R M A ) : Cod e

on Int e ra c tions with H e a l t h ca r e Pro fe s s i o n -

a l s

Ma rketing code gove rns the pharm a ce u t i ca l

i n d u s t ry’s re l ationships with physicians and

other healthca re pro fe s s i o n a l s.

APRIL 1988

The Food and Drug A d m i n i s t r at i o n :

The Pr e s c ription Drug M a rketing Act 

The Pre s c ription Drug Ma rketing Act wa s

e n a cted to address ce rtain pre s c ription dru g

m a rketing pra ct i ce s, including the distri b u t i o n

of free samples, the use of co u pons re d e e m a b l e

for drugs at no cost or low co s t,and the sale of

deeply disco u nted drugs to hospitals and

THE MANY MANDATES OF PHARMAC E U T I CAL MARKETING
A LIST OF THE GUIDANCES,G U I D E L I N E S , LAWS ,R E G U LAT I O N S , AND AC TS PHARMAC E U T I CAL CO M PANIES NEED TO CONSIDER 

WHEN MARKETING THEIR PRO D U C TS .

So u rce :Ted Aco s t a , National Le a d e r,Health Science s, I nve s t i g at i ve and Di s p u te Se rv i ce s, Ernst & Yo u n g. For more info rm at i o n , visit ey. co m .

T RACY DOY L E. Ph oenix Group Holdings 

A guidance is just that — guidance. THE ONLY DIFFERENCE IS THE OIG
GUIDANCE IS AN ENFORCEABLE GRAY AREA WITH FINES ATTAC H E D.
One co m p a ny can inte rp ret the guidance one way, and another co m p a ny
can inte rp ret it another way. And then smaller pharm a’s inte rp re t ation ca n
be co m p l e tely diffe re nt. Companies don’t pe rce i ve themselves as be i n g
on an even playing field.
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C U LT U R E of compliance

t a rgeted training, streamlined cro s s - f u n c t i o n a l
communications, and the opportunity for
cohesive re g u l a t o ry, legal, and compliance
s u p p o rt. For compliance, consistency and
communication are key.

F R E E M A N . S e rono has a number of diff e re n t
training programs in place for marketing
compliance. Marketing compliance is a key
element of our new hire orientation pro g r a m
and continues through quarterly online cours-
es, periodic Webcasts, in-person training ses-
sions, and written coursework. We use assess-
ment tools to ensure that the messages are
understood, and we make sure we pro v i d e
ample opportunities for addressing questions.  

S A Z D A N O F F. At Abbott, we have built our
compliance program around the elements laid
out in the U.S. Federal Sentencing Guidelines,
which includes components such as an infras-

t ru c t u re of ethics and compliance support at
the corporate level that has direct links to
executive management and the Abbott board
of directors; written standards, such as
A b b o t t ’s code of business conduct, policies,
and pro c e d u res on a variety of topics; and com-
munications and training. Our ethics help line
is available 24/7 and is a confidential means by
which people can ask questions and raise con-
c e rns, anonymously if they wish. We have

tried to make sure all the elements listed in
the Federal Sentencing Guidelines are
a d d ressed in our compliance pro g r a m .

S AU N D E R S . We have two types of compli-
ance training. We re q u i re that, annually, all
employees, new or old, go through a series of

h e a l t h ca re ent i t i e s.

LEGAL STANDARDS AND 

OTHER SOURC E S

Ca l i fo rn i a ’s Co m p re h e n s i v e Co m p l i a n c e 

Prog rams for P h a rm a ce u t i c al and M e d i ca l

Dev i ce Companies — July 2005

In Se p te m ber 2004,Ca l i fo rnia passed a law

re q u i ring pharm a ce u t i cal companies to adopt

Co m p re h e n s i ve Co m p l i a n ce Prog rams (CC Ps )

re l ating to their inte ra ctions with medical 

p ro fe s s i o n a l s.The law,e f fe ct i ve July 5,2 0 0 5 ,

applies to companies if they engage in 

p h a rm a ce u t i cal detailing,p romotional act i v i t i e s,

or other pre s c ription drug marketing in the state.

CC Ps must be “in acco rd a n ce with”g u i d a n ce

released by the PhRMA and re co m m e n d ations of

the OIG.These guidelines and re co m m e n d at i o n s

e n co u rage the establishment of CC Ps to addre s s

co n ce rns re g a rding the inte ra ction be tween 

p h a rm a ce u t i ca l companies and healthca re 

p ro fessionals and to address the public and 

p ri vate secto r s’goals of reducing fraud and

a b u s e, enhancing healthca re provider ope rat i o n

f u n ct i o n s, i m p roving the quality of healthca re

s e rv i ce s,and reducing the cost of healthca re.

Fe d e ral Se ntencing Guidelines — 1984

Among other things, the Se nte n c i n g

Re fo rm Act of 1984 cre ated the U.S. Se nte n c i n g

Commission as an indepe n d e nt agency in the

Judicial Branch and dire cted it to deve l o p

guidelines and po l i cy state m e nts for 

co u rts to use when sentencing offenders 

co nv i cted of fe d e ral cri m e s.

A 2004 amendment to the act re l ates to the

e f fo rt that a co m p a ny should put into 

co m p l i a n ce.The guidelines offer ince nt i ves to

o rg a n i z ations to re d u ce and ultimately eliminate

c riminal co n d u ct by providing a stru ct u ral 

fo u n d ation from which an org a n i z ation may 

s e l f - po l i ce its own co n d u ct through an effe ct i ve

co m p l i a n ce and ethics prog ra m .

Fe d e ral An t i - Ki c k back Law — 1972

The Fe d e ral Ant i - Ki c kback Law pro h i b i t s

a nyone from kn owingly and willfully re ce i v i n g

or paying anything of value to influence the

re fe rral of fe d e ral healthca re prog ram business.

False Claims Acts — 1863

The False Claims Act imposes civil liability on

a ny person or ent i ty who submits a false or

f ra u d u l e nt claim for pay m e nt to the U.S.

g ove rn m e nt.The False Claims Act allows an

individual who kn ows about a person or

e nt i ty that is submitting “false claims”to

b ring a suit on behalf of the gove rn m e nt

and to share in the damages re cove red as a

result of the suit.The Act underwe nt signifi-

ca nt changes in 1986.Ph a rma co m p a n i e s

m ay be liable, g e n e ra l l y, if their pro m o t i o n a l

p ra ct i ces or claims caused providers to 

submit re i m b u r s e m e nt claims for off-labe l

uses to Me d i ca re and other fe d e ral health

i n s u ra n ce prog ra m s.

I N T E R N ATIONAL INDUSTRY CODES 

Eu ro pean Fe d e ration of P h a rm a ce u t i ca l

I n d u s t r ies A s s oc i at i o n ’s (EFPIA) Code of

Pra ct i ce on the Promotion of M e d i c i n e s .

At the initiat i ve of the Eu ro pean 

p h a rm a ce u t i cal industry,the EFPIA Cod e

took effe ct Ja n .1 ,1 9 9 2 .Am e n d m e nts and

revisions we re enacted in 1993 and 2004.

Eu comed Guidelines on Int e ra ct i o n s

PETER PITTS . Manning Se l vage & Le e

AN IMPORTANT QUESTION TO ASK
THE PEOPLE WHO ARE SLA M M I N G
THE INDUSTRY IS: ARE YOU UPSET

T H AT CO M PANIES ARE NOT IN 
CO M P L I A N C E, OR ARE YOU UPSET
B E CAUSE OF W H AT CO M P L I A N C E

AC T UA L LY MEANS? The lat ter is the
a n s we r. Companies are in co m p l i a n ce,
but people are not satisfied with what

being in co m p l i a n ce means.
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C U LT U R E of compliance

Web-based modules that are interactive. We
d o n ’t just throw the rules at people; we use
hypothetical scenarios and case studies to
explain how the regulations apply to re a l - l i f e
situations. We also teach compliance at the
same time as sales training. We are of the
belief that compliance is something that is
embedded into the way we do business. We
have built into the regular sales-training pro-
cess how employees should do things from the
get-go. Compliance training is embedded in
all of our sales training and product training.

S H E R M A N . We run voluntary workshops for
the various commercial supporters of our CME
activities. We provide guidance on all of the
d i ff e rent rules and regulations and practical
examples of how to work within them. That
e n s u res everyone is protected, guidelines are

followed, and every o n e ’s needs are met. We
also put together a book, CME Source Guide,
which has all of the guidance documents, the
FDA, OIG, PhRMA, and ACCME guide-
lines, and we give these out when we do work-
shops. It provides one easy re f e rence point for
all of the guidelines that impact the pharm a
i n d u s t ry for CME.

L EV Y. First and foremost, it is crucial that
anyone advising the industry understand how
various regulations are shaping the future and
then provide solutions that achieve client
objectives in a responsible, compliant manner.
The complete separation of educational initia-
tives from promotional initiatives has been the
most visible action by our clients to enhance
compliance. At Ferguson, we are re s p o n s i b l e
for staying current with the regulations fro m
the FDA, OIG, and ACCME; educating our
clients on an ongoing basis; and developing
c o m p rehensive marketing solutions, includ-
ing educational components. 

N O O N . The key is taking what the re g u l a-
tions re q u i re, what the PhRMA code has in
place, looking at all the guidances out there ,
and interpreting that information for the peo-
ple who are in the field to provide them with
good business guidance. Training and com-
munication are key. A lot of companies have
done very well with establishing policies and
p ro c e d u res and making sure that they have in
place what people can and can’t do, but it is
key to take that next step and give people case
scenarios and a place to call if they have ques-
tions; this is what we call “operationalizing”
the rules. It is also important to help sales re p s
not only understand the rules, but understand
why the rules are in place.

CO R S O N . We use several diff e rent methods
to introduce, conduct, and re i n f o rce various
aspects of training. We have found that live
p resentations from internal experts on topics
such as drug safety re p o rting, pro m o t i o n a l
regulations, drug sampling, OIG, PhRMA,
and HIPAA provide the best opportunity for
c o m p rehension as well as clarification and dia-
logue. All levels of our sales training pro g r a m
include information on compliance with an
o p p o rtunity for Q&A. 

S AU N D E R S . As another best practice, we
look for ways to increase our internal contro l
e n v i ronment, while also making the business
better or more efficient. For example, with
respect to how we award grants, in the past
sales reps could be involved in grants or CME,
working with physicians, or facilitating physi-
cians’ applications for participation in these
types of programs. To d a y, we have a central-
ized customer- s e rvice center with a toll-fre e
number; we’ve taken the reps out of the equa-
tion. This has given the reps more time to
focus on doing their business and talking
about the benefits of our products to physi-
cians rather than paperwork and managing
applications. This also has allowed us to cen-
tralize and monitor where we are spending our
m o n e y. So this was a win-win; we have more
c o n t rol over how we spend our money with
customers and more rigor within that pro c e s s ,
and the reps have more time to focus on what
they need to do, which is get out and talk to
physicians about our products and how they
benefit patients.

F R E E M A N . We monitor employee compli-
ance with the policies we’ve established in a
variety of ways. Certain compliance metrics

TED ACO S TA . Ernst & Yo u n g

THE FEDERAL SENTENCING GUIDELINES
ARE A V E RY GOOD FOUNDAT I O N if a 
co m p a ny is trying to figure out what its 
co m p l i a n ce prog ram should be and what 
e l e m e nts should be pre s e nt from the 
g ove rn m e nt’s pe r s pe ct i ve.

RO B E RT FREEMAN. Se ro n o

Our ove rall co rpo rate ince nt i ve 
p rog ram for all employees is based on a
b a l a n ced sco re ca rd appro a c h . Each ye a r
the sco re ca rd includes a number of 
co m p l i a n ce measure s. ALL EMPLOY E E S
THEREFORE HAVE AN INCENTIVE TO
S U P P O RT OUR COMPLIANCE GOALS SO
WE CAN AC H I EVE THE SCO R E CA R D
TA RG E TS .
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a re included in monthly management re p o rt s
and in quarterly re p o rts to our compliance
committee. We also use our internal audit
function to complement the monitoring activ-
ities coordinated by the compliance depart-
m e n t .

S A Z D A N O F F. We have diff e rent types of
monitoring, depending on the activity we are
evaluating. We have an up front review and
a p p roval process. For example, the Office of
Ethics and Compliance would review and
a p p rove a proposed marketing program before
it gets set up. There also is an in-process check.
For example, when an employee puts in an
expense re p o rt for reimbursement, we have a
corporate program, separate from our gro u p ,
that reviews the items for financial purposes as
well as for ethics and compliance. At the back
end, we conduct formal monitoring, such as
pulling documentation around an activity that
has already taken place, to evaluate whether it
has been done in compliance with applicable
p ro c e d u res and contro l s .

CO R S O N . We monitor compliance in several
ways, such as traditional audits and investiga-
tions as well as benchmarking against pro v e n
compliance initiatives at other companies
within the industry. As our program continues
to evolve, and as the legal and re g u l a t o ry
authorities continue to provide guidance, our
corporate monitoring eff o rts will evolve as
well. Employee surveys and feedback tools are
the newest measures being discussed.

COMPLIANCE CHALLENGES
Re g a rdless of whether individual co m p a-
nies are promoting and fo s te ring co m p l i-
a nt marketing and sales be h av i o r s, a l l
s t a keholders in the industry’s sales and
m a rketing arena face similar challenges
when it comes to inte rp reting and imple-
m e nting the many guidelines.

D OY L E. R e g a rding promotion, it is now very

d i fficult to accomplish any-
thing. All ideas must be
reviewed by legal and outside
counsel. Because legal has no
experience with marketing or
marketing tactics, there is no
sense of urgency to approve the
concept. Additionally, legal
and outside counsel tend to
i n t e r p ret things literally, and
the spirit of marketing is lost.
M o re o v e r, all elements of an approved tactic
must be reviewed. Consequently, there is a
two-week lead time and a two-week re v i e w
p rocess for tactical materials; concepts are
m i red in a bureaucratic abyss. The end re s u l t
is that program integrity is compromised; cus-
tomer relationships are compromised, mean-
ing advocates are lost because of fru s t r a t i o n ;
and the bottom line is greatly affected because
of a loss of business, namely decreased sales
p e rf o rmance. 

L EV Y. Time, money, and re s o u rce prioritiza-
tion coupled with multiple stakeholders who
have diff e rent, and often conflicting, needs are
the barriers the industry faces in terms of
becoming more compliant. In a perfect world,
we would have decades of experience with
each new pharmaceutical product, unwavering
clinical evidence, and a mechanism to miracu-
lously empower healthcare professionals with
all the information re g a rding risks and bene-
fits accurately and instantaneously. Even if this
p e rfect world existed, patients would still suf-
fer from diseases and would have to wait for
access to new therapies, and healthcare pro f e s-
sionals would still weigh risks and benefits in
recommending medication, resulting in
o v e rt reatment or undert reatment on an indi-
vidual basis. The pharmaceutical industry
remains the largest provider of inform a t i o n
and education to healthcare professionals. The
i n c reasing re g u l a t o ry re q u i rements involve
human re s o u rces and financial re s o u rces as
well as time. As re s o u rces are finite; the money
involved in building compliance measure s

comes from R&D and education budgets as
much as it comes from marketing. There has
to be a balance between allowing industry to
do what it does best — treating and curing
disease — and ensuring responsible practice in
communicating the re s u l t s .

S H E R M A N . The industry has had to shift on
the fly. All of a sudden, the people who had
been in the background — re g u l a t o ry, compli-
ance, legal — are now in the fore f ront. These
people were necessary cogs in the machine in
the past, but now marketers have to work with
them before anything gets done. New policies
and pro c e d u res have been set as to how mar-
keters and sales people interact with their cus-
tomers, how they interact with their vendors
and suppliers, and how they interact with their
educational providers. The pharma industry has
had to take a 180-degree change of position
f rom where it used to be in re g a rd to CME.

D OY L E. For CME, most pharmaceutical com-
panies have developed an independent grant-
review process. The grant-review depart m e n t
is grossly understaffed, review times can be as
long as four to six months, but budgets are not
released until late in the fiscal year or early in
the following fiscal year. The end result is
mid- to late-year CME initiative roll outs.
F u rt h e rm o re, in the spirit of compliance,
many companies are removing sales re p re s e n-
tatives from the audience-generation pro c e s s ,
which was a tried-and-true method of gener-
ating attendance. The question then arises, is
CME worth it? The answer is of course it is

RICH LEV Y. Fe rg u s o n

THERE IS A MISCONCEPTION T H AT MARKETERS WANT TO
“ B E AT THE SYS T E M”OR “WORK AROUND REGULAT I O N S .”

While the exceptions have made news, the best marketing has
a l ways invo l ved putting pharm a ce u t i cals into the appro p ri ate

c l i n i cal co ntext and arming pre s c ri bers with co n c i s e, f a ct u a l
i n fo rm ation about benefits as well as ri s k s.
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because it educates the community on disease
states, which is greatly needed. But, because of
compliance barriers, many commercial sup-
p o rters may limit support. 

KA M P. T h e re are some investigators who are
taking the law into their own hands and
maybe doing things that are entirely inconsis-
tent with the public health. For example, peo-
ple are being scared into believing commerc i a l
s u p p o rt for CME might be a bad thing. The
c o m m e rcial support for CME is very impor-
tant. Doctors want most to learn about new
d rugs and new uses of existing drugs, and
d rug companies are the ones with the financial
re s o u rces to support that knowledge. This
s u p p o rts good patient care. Even though the
s u p p o rt comes from commercial pro v i d e r s ,
the FDA and the ACCME re q u i re that the
p roviders of CME apply independent judg-
ment to the content of the CME pro g r a m s .
The companies that I know best have always
gone out of their way to follow the FDA guid-
ance and the ACCME ru l e s .

N O O N . The whole notion of compliance and
setting it up in an organization is challenging
in today’s environment. Pre v i o u s l y, companies
followed FDA guidances, and those were con-
tained within the manufacturing and re s e a rc h
p a rt of the business. Now that is bro a d e n i n g
beyond the scope of the FDA and moving into
a reas overseen by OIG. Companies also have to
consider Sarbanes-Oxley, government price
re p o rting, the Medicare prescription drug act,
and so on. Companies are really grappling
with how to set up an efficient stru c t u re that
makes sense for all areas of the business. They

have to look at where compliance resides with-
in the organization and set up a stru c t u re that
makes sense.

L EV Y. The bar keeps getting higher in term s
of the actions that define exemplary compli-
ance. To reverse this trend, there must be a re a-
sonable middle ground that healthcare pro f e s-
sionals, industry, and re g u l a t o ry bodies agre e
on re g a rding reasonable preventive measure s
to ensure compliance and remedies for ethical
violations. OIG has been most successful at
changing behavior through fines. 

N A S H . I don’t think anybody would arg u e
that the relationship between consumers and
the industry is suffering. The safety issues
with Cox-2s may have put it over the top. The
amount of DTC advertising is so much more
p revalent now than it was even a couple years
ago, that when things go wrong, the scru t i n y
f rom the FDA and the general public multi-
plies exponentially. 

KA M P. No industry is perfect, but I have no
reason to believe that most companies have
not been careful. At the same time, these
HHS-OIG/DOJ investigations are cre a t i n g
new laws, new wrongs, then applying these to
behavior long past. Thus, many actions that
company lawyers thought were appro p r i a t e
and legal at the time are now being found ille-
gal. That’s not fair. Meanwhile, patient care
may well suffer because doctors will have less
i n f o rmation readily available to them. That is
a serious public-health pro b l e m .

COMPLIANCE SOLU T I O N S
Re g a rdless of who is at fault, i n d u s t ry
ex pe rts agree effo rts should be made to
i m p rove co m p l i a n ce to re l i eve some of the
p re s s u re being placed on the industry.

D OY L E. The members of PhRMA should get
together with the respective attorneys and
a g ree on reviewing the guidances. They
should provide a clear, standardized front so
e v e ryone is on the same page with compliance
to make sure the processes and bureaucracy are
s t a n d a rdized. Right now, each company has

its own standards. From a medical-education
company perspective, I don’t even know what
I can sell anymore. If the members of PhRMA
w e re to get together, they could issue a state-
ment that all agencies and vendors could
review and understand how to work within
the current compliance confines.

S A Z D A N O F F. My counterparts and I, in peer
companies on both sides of the industry, have
f o rmed compliance groups so we can get
together and share best practices and continue
to educate ourselves on compliance initiatives,
whether they are legal developments or better
modes of promoting ethics and compliance in
our companies. On the pharma side this gro u p
is called the Pharmaceutical Compliance
F o rum; on the device side it is called the
Device and Diagnostic Compliance Gro u p ,
which is a group that Abbott helped to found
last year. These groups are very active in term s
of talking about best practices, as well as spon-
soring or taking part in public forum discus-
sions of best practices to try to make sure we
get the message out as widely as we can that
the industry is interested in promoting best
practices in this are a .

P I TTS . The government needs to remove the
F D A’s shackles. Congress needs to change the
law and allow for greater transparency for
things such as clinical trials. The reason the
FDA doesn’t share information with the public
is because it is not legally allowed to. This is
conveniently left out of a lot of the articles in
the general press. Information that is given to
the FDA by law is considered commerc i a l l y
confidential. It is in Congress’ power to change
that. But, rather than actually being pro a c t i v e
and changing legislation, legislators point to
the FDA and say the agency is not doing a
good job. This is unfair and deleterious to the
public health; it doesn’t move the debate for-
w a rd. The pharmaceutical industry, from a
marketing standpoint, is in compliance. But
companies need to engage, rather than lobby,
with the government, the FDA, and the media
and demand brighter lines for what being “in
compliance” means and how this can change to
better advance the public health; and that
re q u i res a legislative change.

BRENT SAU N D E R S . S c h e ri n g - Pl o u g h

We are trying to get away from a ve ry ru l e s - d ri ven approach to 
m a rketing co m p l i a n ce and focus more on a values-based or inte g ri ty -
d ri ven co m p l i a n ce prog ra m . OUR MISSION IS TO EARN T RUST EV E RY
D AY,AND T H AT IS NOT JUST FOR OUR CUSTOMERS AND PAT I E N TS ,
BUT IT ALSO APPLIES TO OUR EMPLOYEES INTERNALLY.
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L EV Y. The most promising solution is a stan-
d a rdized “level of evidence” for communicat-
ing data and other information. While there
a re not yet universally accepted levels of evi-
dence, there are thresholds being developed
within specific academic settings and associa-
tions that help to create standards for evidence-
based CME. The basic concept is to rate diff e r-
ent sources of clinical evidence to prevent, for
instance, an anecdotal experience of one physi-
cian being equated with a placebo-contro l l e d
trial. Since there are so many sources of infor-
mation — expert opinion, published re s e a rc h ,
meta-analysis, association guidelines, and so on
— it is important to agree on a standard for
evaluating these sources. This will help health-
c a re professionals to evaluate information and
apply their learning to clinical practice as well
as resolve conflicts of interest. The overarc h i n g
need is to eliminate bias in education and pre-
sent fair and balanced evidence for re c o m m e n-
dations. It is important to note that healthcare
p rofessionals still want and need specific re c-
ommendations based on the evidence, so this
would also provide an incentive for companies
to support the use of their products with the
best evidence possible. I believe this would be
universally embraced by industry, healthcare
p rofessionals, and re g u l a t o ry agencies as it
would re w a rd more robust clinical evidence
and alleviate the concerns associated with mis-
re p resenting data.

N A S H . Because of the safety issues brought to
light over the past few months with cert a i n
h i g h - p rofile drugs, consumers will pay more
attention to risk and side-effect data. The bet-
ter “information” that companies can pro v i d e ,
the more trust they will gain from better- e d u-
cated consumers.

TA BU E N A .F rom my experience, there are five
elements that are critical for an effective com-
pliance program. The first is the tone from the
top. This sounds trite, but without commit-

ment from the board in providing oversight
and discipline from leadership, a compliance
p rogram is bound to fail. A key is to have an
independent function led by a chief compliance
o fficer at a senior executive position with dire c t
access to the board and audit committee. Edu-
cation and awareness is the second critical ele-
ment. The importance of an ethical culture and
the expectations and standards of the sales and
marketing staff need to be communicated.
Monitoring and auditing also are critical; peo-
ple comply with what they are measured on.
Not only can issues be identified before they
become significant problems, but eff e c t i v e
monitoring can serve as a deterrent to noncom-
pliance and misconduct. I believe the OIG and
sentencing guidelines should note the impor-
tance of managing conflicts of interest, because
the lack of independence in decision making is
the root of most corporate misconduct. Org a n i-
zations should take steps to monitor and audit
for conflicts of interest, such as the data analysis
techniques used in the area of contract and pro-
c u rement fraud. Finally, being mindful of
incentives is important to prevent fraud and
misconduct; instances of noncompliance are
often due to individuals gaming the system. 

C - L EVEL CO M P L I A N C E
By cre ating a chief co m p l i a n ce officer po s i-
t i o n , or elevating this role to the exe c u t i ve
l eve l , companies can send a message to
their employees that they are seri o u s
a bout co m p l i a n ce.

ACO S TA . The pharma industry is very sophis-
ticated about compliance of its re s e a rch and
development processes, investigation of dru g s
and products, clinical trials, manufacturing,
and other related functions. Interestingly it
has taken a little longer for the industry to
embrace these same compliance concepts in
their sales and marketing operations. Even
some of the large companies didn’t have a
compliance officer for sales and marketing
until a few years ago. Compliance positions are
now being created and elevated to a senior
level in this area, and the trend now is to have
that individual re p o rt directly to the pre s i-
d e n t .

TA BU E N A . If sales reps don’t buy leadership’s
commitment to ethics and compliance they
will not be motivated to act accord i n g l y. It

PAUL NASH. H C Pro

E D U CATING REPS ON THE DANGERS T H EY ENCOUNTER IN
THE FIELD AND GIVING THEM A BASELINE 

U N D E R S TANDING OF THE LAW ALLOWS THEM TO MAKE
A P P RO P R I ATE DECISIONS. This kind of training 

p rovides a fo u n d ation for a culture of co m p l i a n ce.

JOSÉ TA BU E N A . K P M G

If the salesfo rce does not buy leadership’s
co m m i t m e nt to ethics and co m p l i a n ce it
will not be motivated to act acco rd i n g l y.
IT SHOULD BE NO SURPRISE T H AT T H E
RECENT INSTANCES OF CO R P O RAT E
W RONGDOING INVO LVED 
LEADERSHIP AT THE HIGHEST LEV E L S .
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C U LT U R E of compliance

should be no surprise that the recent instances
of corporate wrongdoing involve leadership at
the highest levels. I’ve seen instances where
the compliance off i c e r, if one exists, has no re a l
authority or re s o u rces to perf o rm the ro l e .
Also, unless perf o rmance incentives are more
balanced to reflect a commitment to ethical
conduct, employees will tend to be dispro p o r-
tionately influenced to act in ways to meet
financial goals and objectives.

F R E E M A N . The compliance officer position
at Serono initially was created in 2002. The
p rominence of the position was later incre a s e d
by making the full-time compliance officer a
member of the senior-management team. 

S AU N D E R S . Schering-Plough has had com-
pliance officers for the last six to seven years. I
joined the company 18 months ago, and my
position is new in the sense that I am part of
the executive management team, the first
t ruly high-level compliance officer the compa-
ny has had. I have a global compliance man-
date, whereas before the company had more of
a diversified approach to compliance, where
each business unit had its own compliance
o ff i c e r.

S A Z D A N O F F. H i s t o r i c a l l y, the general coun-
sel position at Abbott included the compli-
ance officer re s p o n s i b i l i t y. A stand-alone posi-
tion of chief ethics and compliance officer was
c reated in 2000 as part of the legal division
re p o rting to the general counsel. In 2003, this
function was moved out of the legal division
and made a separate corporate functional
g roup that re p o rts directly to the chairm a n
and CEO.

CO R S O N . The compliance officer role in our
company became a formalized position under
QA in early 2004, but the the position exist-
ed informally within our QA depart m e n t
b e f o re that. Additional re s o u rces are to be
added during 2005.

ACO S TA . T h e re are both ideological and
operational barriers. If senior management
does not understand how compliance relates to
good business, compliance eff o rts have a lim-
ited, if not harmful, effect. When compliance
is not endorsed by senior management, the
e ff o rt is underfunded, has no owner, and is del-
egated to non-key stakeholders. This re l e g a t e s
the eff o rt to one of a corporate nuisance, and
that can create a false sense of security, which
bears no relationship to the business. 

A COMPLIANCE OUTLO O K
As time passes, companies will get a be t te r
handle on the rules and re g u l ations and will
be able to focus more clearly on their 
p ri m a ry object i ve — furt h e ring public
h e a l t h .

P I TTS . Companies right now work hard to be
in compliance; that is their job, which is why
they have compliance departments. The ques-
tion is will what “in compliance” means change
to better reflect what the public wants and in
ways that will advance the public health? That
is the key question, and that can’t be answere d
by the pharmaceutical companies alone; it has
to be answered by legislators and regulators as
well. Legislators need to realize that they can’t
t h row stones; they actually have to do some
h a rd work and find ways to advance the public
health. What they will find to a large degree is
that the current laws do the job extraord i n a r i l y
well. There ’s no need to throw the baby out
with the bath water, but they should be mak-
ing smart changes that move things forw a rd .

N A S H . The U.S. Attorn e y ’s office in Boston
has made it no secret that more legal action is
coming. We don’t know all that is being
investigated, but off-label promotion appears
to still be a major concern. I would say as indi-
viduals are indicted — and the news hits the
f ront pages of the morning papers — coupled
with high-profile drug safety investigations,
that the attention on pharmaceutical market-
ing practices has yet to peak.

L EV Y. Marketing compliance has already gotten
better and will continue to move in that dire c-
tion. The question is at what cost? As our clients
build independent education divisions and add
re s o u rces to the compliance functions of their
o rganizations, what are we losing in R&D, edu-
cation, and information access? The notion that
education personnel or compliance personnel
working in the industry are any less motivated
than sales personnel to ensure that new medica-
tions are accessible and used appropriately is an
oversimplification of the problem. Industry has
a specific financial stake in developing and deliv-
ering drugs. It is up to the consumers of that
i n f o rmation and product — healthcare pro f e s-
sionals and patients — to evaluate and use these
medications appro p r i a t e l y. While there is a ro l e
for re g u l a t o ry bodies to ensure fairness and pre-
vent ethical violations, this should be focused on
the outliers that are in violation as opposed to
i n d u s t rywide condemnation.

ACO S TA . I expect that compliance will move
f rom reaction to government enforcement and
basic assessment and gap analyses to having
well-crafted rules and regular auditing. Com-
pliance will then focus more on sophisticated
investigations and “key-hole” assessments.

D OY L E.I expect the situation will get worse.
State attorney-general offices are actively
soliciting whistleblowers from industry ;
a t t o rneys are looking for revenue, and they are
reaching out through conferences to identify
potential companies to investigate. This is
generating fear, and I think perceived thre a t s
will lead to a more conservative position in
the industry.

S H E R M A N . Things will get better in the
n e a r- t e rm. People are struggling to find the
right answers, but I am noticing dialogues
between diff e rent companies. Over the next
six to 12 months, companies are going to
become more compliant and understand
things better because now they are really tak-
ing an active role in figuring out how best to
be compliant.

TA BU E N A . I believe things will get worse
b e f o re they get better. As compliance pro-
grams began to emerge in healthcare and met
with resistance, we had a saying: it would take
CIA action before management gets the mes-
sage. Board members are feeling the heat.
Still, as organizations take a closer look at their
sales and marketing activities, they may
uncover issues they were not aware of that
need to be addre s s e d .

P I TTS . I have seen re s e a rch that shows that
doctors believe that in the past pharm a c e u t i c a l
reps brought physicians important medical
i n f o rmation and now they bring them sales
and marketing information. Maybe a change
in direction is re q u i red, and pharm a c e u t i c a l
companies should talk to their sales re p re s e n-
tatives and tell them they need to act less like
salesmen and more like healthcare pro f e s s i o n-
als who are valuable allies to medical pro f e s-
sionals. But that also would re q u i re a change
in the way these re p resentatives are compen-
sated and a change in the business model.
C l e a r l y, doctors need to view sales reps as an
i m p o rtant tool in their practice, rather than
just sales people.✦

Ph a rm a VOICE we l comes co m m e nts about this

a rt i c l e.E-mail us at fe e d b a c k @ p h a rm avo i ce. co m .
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