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En s u ring FDA co m p l i a n ce starts with establish-
ing standard ope rating proce d u re s.Whether a co m-
p a ny chooses to go with an elec-
t ronic or paper-based solution fo r
sample accountability, it must
h ave proce d u res in place to pre-
ve nt disaste r.

“ It’s not easy, e s pecially for the
almost 1,800 small and midsize
p h a rm a ce u t i cal companies that

re p re s e nt the majori ty of firms in the industry,” s ays
Don Schenke r, p re s i d e nt and CEO of Sy n e rgistix Dat a

So l u t i o n s. “Ma ny of these firm s
h ave reps who are not co m p a ny
e m p l oye e s, m a king sample
a c co u nt a b i l i ty even more difficult
to monito r.”

With penalties ranging fro m
$250,000 to $1 million, the key is
to establish proce d u res and put

them in place as soon as possible to help ensure
PDMA co m p l i a n ce. Ac co rding to Mr. S c h e n ke r, t h e
i m po rt a nt thing to re a l i ze is that sample acco u nt-
a b i l i ty is not something that can be “t a ken ca re of”
o n ce or tw i ce a ye a r. It is an ongoing process in
which pharm a ce u t i cal firms must prod u ce accurate
i n fo rm ation on demand.

S I T UATIONS OF 

G ROSS NONCO M P L I A N C E

“ Eve ryone in the industry has heard of the we l l -
kn own pharm a ce u t i cal co m p a ny that had to pay $875
million in penalties — the largest ever against a health-
ca re co m p a ny,” M r. S c h e n ker re l ate s.“The firm agre e d
to plead guilty to criminal charges that it engaged in a
ki c kback scheme with doctors in marketing its
p ro s t ate ca n cer dru g.Wh at may not be kn own is that
fully one-third of that pe n a l ty had to do with a PDMA
v i o l at i o n . The co m p a ny also agreed to plead guilty to
one co u nt of criminal co n s p i ra cy to violate the PDMA,
for which it paid $290 million of its total fine.”

Bl at a nt nonco m p l i a n ce of PDMA ex i s t s. Ac co rd-
ing to Mr. S c h e n ker violations range in seve ri ty —
f rom criminal acts to acts of omission.

For ex a m p l e, a rep may have a doctor sign fo r
samples and then put fewer samples on the shelf
than we re signed fo r.The rep then takes the re m a i n-
der and either keeps them or sells them for pro f i t. O r,
sometimes reps, doctors, and pharmacists are
i nvo l ved simultaneously in pre s c ription drug fra u d,
each playing a vital ro l e. A rep can have a phys i c i a n
sign for 100 samples, but instead — with the doc-
to r’s kn owledge — give them to a pharm a cy. Th e
p h a rm a cy sells the samples, and the re p, d octo r, a n d
p h a rmacist split the pro f i t s.

“Th e re also is the sce n a rio in which a rep fro m
one pharm a ce u t i cal firm is given access to the phys i-
c i a n’s sample closet and ends up not just leaving his
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or her own samples — but stealing samples from other
co m p a n i e s,” he says.

Yet not all cases are so blat a nt. Ma ny cases of PDMA
n o n co m p l i a n ce, a c co rding to Mr. S c h e n ke r, could easily
h ave been ave rte d. For ex a m p l e, a rep may leave sam-
ples and simply fo rget to have the doctor sign for them.
St i l l , it is a PDMA violat i o n ,a l beit an innoce nt one.

In another sce n a ri o, a rep may leave samples for a
d octor who no longer holds an act i ve state lice n s e.

“ Be fo re the adaptation of the PDMA, the main source
for va l i d ating physicians was to ve rify their Drug En fo rce-
m e nt Ad m i n i s t ration (DEA) numbe r,” he says. “With the
f i n a l i z ation of the act, this method shifted to state - i s s u e d
l i cense numbe r s.”

Tod ay, each physician must have the appro p ri ate
l i cense and pape rwo rk in place to be given samples.
Laws and re g u l ations differ from state to state, and re p s
and their managers must keep track of these to avo i d
getting hit with PDMA violat i o n s.

“ For ex a m p l e, in Oh i o, reps cannot give samples to
nurse pra ctitioners and phys i c i a n’s assistant s, while in
Fl o ri d a , it is pe rfe ctly legal,”M r. S c h e n ker says.

Another sce n a rio of PDMA violat i o n , M r. S c h e n ke r
s ays, m ay be a result of a rep simply being lazy. Us u a l l y, a
re p’s job entails visiting a ce rtain number of doctors each
d ay. If the rep has failed by the end of the day to make all
of the re q u i red sample ca l l s, he or she may simply fo rge a
d octo r’s signat u re and dispose of some of the samples.

“When it comes to PDMA co m p l i a n ce, m o re ofte n
than not it’s not a mat ter of a rep with criminal inte nt, b u t
rather not fo l l owing the rules co rre ct l y,”he adds.

S E TTING UP A SYSTEM OF 

CHECKS AND BA LA N C E S

To ensure ongoing PDMA co m p l i a n ce and avoid get-
ting hit with a hefty fine, the pharm a ce u t i cal co m p a ny
needs a long-term strategy to
meet re g u l at i o n s, i m p l e m e nt pro-
grams, purchase and leverage
technology, and maintain and
m o n i tor the prog ra m .

Ac co rding to Mr. S c h e n ke r, t h e
challenge lies in how to imple-
m e nt “foo l - p roo f” a c co u nt a b i l i ty
p rog rams that will ensure that
each sample is acco u nted fo r, g e t s
i nto the co rre ct hands, and is used
co rre ct l y.

“This re q u i res setting up a sys tem of checks and bal-
a n ces that is either paper-based or auto m ate d,” he says.
“ For ex a m p l e,PDMA re q u i res firms to ‘b a l a n ce their check-
boo k s’ at least once a year — ve rifying sample calls and
a c co u nting for all samples left with phys i c i a n s. To tru l y
e n s u re ongoing co m p l i a n ce, this ‘c h e c kbook balancing’
should be done mont h l y, or at least eve ry quarte r.
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“ Eve ry time a pharm a ce u t i cal co m p a ny
g i ves away samples, i t’s a lot like writing a
c h e c k ,” he says.“The amount on the check
and the amount of money taken from the
a c co u nt must matc h .L i kew i s e, the numbe r
of samples signed for and the number of
samples actually given to physicians must
line up.When such checks and balances are
m a d e, it will be easy to see if a phys i c i a n
who wri tes only 10 pre s c riptions a year for a
ce rtain drug is somehow re ceiving 1,000
samples annually.Those ‘red flags’a re ex a ct-
ly what the FDA will be loo king fo r.”

USING PA P E R - BASED SAMPLE

ACCO U N TA B I L I TY TO O L S

Ma ny companies alre a dy may have a
p a per-based sample acco u nt a b i l i ty sys te m
in place. A paper-based sys tem does not
re q u i re a large initial inve s t m e nt, and no
t raining time is needed as most employe e s
a re alre a dy familiar with how to use and
store paper documents. However, Mr.
S c h e n ker wa rns that the paper-based sys-
tem must be org a n i zed to pe rfe ct i o n .

“One of the most ominous aspe cts of
PDMA nonco m p l i a n ce is the personal liabil-
i ty faced by drug reps who fail to co m p l y
with the re g u l ation and managers who do
not assure co m p l i a n ce within their sales org a n i z a-
t i o n s,” he says. “Th at is why pro per tra c king and
re co rd ke e p i n g, including appro p ri ate classificat i o n
and sto rage of doc u m e nt s, is so impo rt a nt.”

To ensure co m p l i a n ce, the pharm a ce u t i cal co m-
p a ny must co n s t a ntly and co n s i s te ntly acco u nt fo r
eve ry sample out there. Th at means co n d u ct i n g
checks and balances on a regular basis.

“ For ex a m p l e, a co m p a ny can rev i ew the signa-
t u res of physicians chosen at random to ve rify their
a u t h e nt i c i ty,” he says. “This will take some kn ow l-
edge of handw riting analys i s, including ex a m i n i n g
such things as the curves in va rious lette r s. Th e
co m p a ny also may need to send copies of the
p a pe rwo rk assoc i ated with a call to a doctor to
check that he or she did indeed re ce i ve the samples
t h ey signed fo r.”

If a pharm a ce u t i cal co m p a ny is subjected to an
FDA audit, the inspe ctor may request that the co m-
p a ny go back to its re co rds and prod u ce signat u re s
for the samples given to va rious phys i c i a n s. This is
the ty pe of info rm ation pharm a ce u t i cal co m p a n i e s
must be able to prod u ce on demand when they fall
under PDMA scru t i ny.

A paper-based sys tem can wo rk , to a po i nt, M r.
S c h e n ker says. Keeping impo rt a nt re co rds on pape r
and going back to these doc u m e nts again and
again can be ve ry time-consuming and, u n l i ke elec-
t ronic re co rds kept in a data wa re h o u s e, d oc u m e nt s
can be lost or misplace d. It is when the pharm a ce u-
t i cal firm is asked to prod u ce accurate info rm ation of
a specific nat u re on demand — which will be hap-

pening more and more, thanks to
PDMA — that the flaws of a
paper-based system become
i n s t a ntly appare nt, M r. S c h e n ke r
wa rn s.

M r. S c h e n ker suggests that an
a u to m ated sample acco u nt a b i l i ty
s ys tem allows the pharm a ce u t i cal co m p a ny to
q u i c kly prod u ce re po rts on demand,without hav i n g
to dig through old files. It all but eliminates the
human error factor that is so preva l e nt with pape r -
based re co rd s.

“An auto m ated sys tem can help monitor fe d e ra l-
ly mandated and customer-defined business ru l e s
t h at provide for co m p l i a n ce in sampling to phys i-
c i a n s,” he says. “ It offers a dat a - ca p t u re fe at u re that
d oc u m e nts key info rm at i o n , and a suite of We b -
based re po rting tools that enable managers to ru n
sales prod u ct i v i ty and sys tem metrics re po rts via the
I nte rn e t. A secure digital signat u re function assure s
t h at physician sign-off cannot be co p i e d,d u p l i cate d,
or bre a c h e d.”

Sys tem inte g ri ty assures sampling only to phys i-
cians with valid state lice n s e s.Just as impo rt a nt,s u c h
a sys te m’s back-end data management ca p a b i l i t i e s
a l l ow managers to quickly rev i ew and assess phys i-
cal inve nto ri e s, m o n i tor tre n d s, va ri a n ces and pra c-
t i ces of individual drug re p s, as well as identify any
issues or co n ce rns on a daily basis.

Sales reps can access an auto m ated sys tem via
hand-held co m p u te r s, pen-based sub-note boo k s,
and the new Tablet PC.

“The one drawback of auto-
m ated sys tems is that they re q u i re
t raining for the salesfo rce,”he says.
“ Howeve r, such training usually
only takes a day or so of the
e m p l oye e’s time.The time efficien-
cies they will enjoy by using an

a u to m ated sys tem will more than make up for it.

THE NEXT STEP

“Th e re’s no question about it — PDMA is here to
s t ay,” M r. S c h e n ker says.“The sooner pharm a ce u t i ca l
companies develop a fail-proof sys tem for sample
a c co u nt a b i l i ty, the be t ter pro te cted they will be.”

To find out more about PDMA co m p l i a n ce, co n-
sider at tending one of the upcoming co n fe re n ce s
on the to p i c. Ac co rding to Mr. S c h e n ke r, the “best of
b re e d” is the PDMA Sh a ring Co n fe re n ce, which will
be held Se p te m ber 14-17, 2 0 0 3 , in Salt La ke Ci ty.
I n fo rm ation on the co n fe re n ce can be found at
pd m a co n fe re n ce. o rg. The Inte rn ational Na rco t i c s
En fo rce m e nt Of f i cers As s oc i ation (INEOA) puts on
another valuable co n fe re n ce each ye a r. The next
one will be held Octo ber 19-25, 2 0 0 3 , in Fo rt La u d-
e rd a l e, Fl a . I n fo rm ation can be found at ineoa.org.
Fi n a l l y, for the latest news on PDMA legislat i o n ,v i s i t
fd a . g ov.

Ph a rm a Vo i ce we l comes co m m e nts about this

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