PACKAGING

Should we Leave it to Patients to
Identify Counterfeit Medicines?

This is a wery lopical isswe in developing
countries, bul also n industrialised
countries, whene commencial sites on
the Interned ang increasingly used to buy
cansumer goods, meluding medicines -
nedably those not resmbursed by haalth
insurance and countless olfers issued
without a prescaption (OTC - over the
COunier)

During the recent “Pharmaceutical
Anti-Counterfedting” conference held in
Amaterdam on 16th and 17th February
2011, a speaker presenied solutions
based on a random numbering of
secondary packaging of medcing,
which would be checked by SMS using
a mobile phone, even a first generation
phone. indeed, it i the patent wha is
given the respansibllity for chacking his
medicing ar mat, This procedune must
however be based on the Impossibity
of transferring the checking procedurne
i a pseudo-server that Msell i one
aof the counterfeiters’ resources, and
furthermore is based on how relabie is
the writien code sent by the pabent 1o
be checked. The argument developed
for leaving this responsibility o the
patient alone iz an acknowladgement
that the whole distribution channel is
comupled, including the pharmacisl
and doctor, not io mention wholesalers
ar local manufacturars, Chwing to this we
admit thal having reliable intermedianes
in such a crucial field a5 health s not
possible and we "make dao”,

This acknowledgment is a bitter omne,
howewver, because it presumes  tha
in thase countries, nofably im Africa,
establishing a basic moral doctrine will
be impossibla, meaning that we must
rarmain in the unglke stage. Would it nod
b more useful and profitable o help
aslablish raliable distribution channels,
nol ondy far medicine, but also for
olher goods and seraces? This B A
huge guastian, all the more 50 a8 the
introduchon quoled abowe mentioned
thal althowgh the patient was motivaled
to check the code by SMS from the
starl, he seemed Lo abandon this check
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Random sorial cooa 10 be sent
Wi SME for packaging vedlication
feowre Secwne Plarma)

gradually, relying solely on the presence
of a coda concealed by & stip “to
scratch” or not. to the counterfeiters'
graat delsght.

What is the Laboratory's Liability in
the Event of a False Positive?
An elerment thalt raises even more
Jquestons  is  the responsibility o
e manufacturer that in fact izsues
iz cedificate af auvthanticity, the
SMS guesbtion arriving i a database
conralled by o or by ome of ifs
subcantractoss. From that point an
wihal would the manufactwear's liability
be il a lalse positive is declared ar a
counteriesl medicng is identified as
beng authentic? R ssams that this
qQuestion has nol yat had encugh light
shed on il by all possible contributars,
notataly i e evant of a death or sarious
complication allecting 1ha patient in
good faith. 13 it 1o say that once again
w2 depend on the pabant's maturity
o avioid laking possible comglaints
addressed 1o the onginal manufactures
info consideration? Do we speculate
that & patient from a developing country
has liftke chance of asserling his rights
oppesite an industral giand™

In devedoped countries, we noficed
the presence of counterfail medcine
in state hospitals of in chemists and of
course via the internet. Gounterfaiting is

s also present, all the more 50 as the
prices of medicine charged in developed
COunines peoide a greater prodit margin
1o counterfeiters compared with that
obtained in developing counlnies,

Should  we therefore gve  up
opposing the  manufacturing o
counterfedl medicing, and base the
whale authentication procedure  on
either pharmacists or patiemnts, and this
on the scle fraceability of packaging
that mentions a serial numiser?

There is therefore a danger of
counterieiters  tackling the pesoblem
and atlempling o penetrate the
checking chain through cormmuplion or
coercion of players from this chain.
Likewize it iz necessary (0 expect
these same counterfeiters atempling
to disturb the procedure by marketing
counterfeits belora the originals for
example, which has already happened
in different sectors  including  the
pharmaceutical sector due o leaks of
oiher malpractices

We also noticed that authemlc
sacondary  packaging had  been
emphied of ita contents and probalkly
resold  loose  and  replaced by
countarfeit medicine placed In the
primary packaging, even with methods
used to detect packaging that has been
apaned that the countereiters made
every affart 1o recraate also.
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denificatian and  Authentication
Two Problems that Reguire Adapted
Sodulians:
it is therefors dangerous to bass the
safaly chamn on 8 procedure known
by the public like a serial mumber,
gven a random one, thus also known
by Ihe counterfedters, and to neglect
procaduras mara capable of datecting
countarfests, nolably ariginal, primary
and secondary packaging, and indeed
dosas themselves. These secrat or
covari procedures which cannat be
standardesad  olber  than  according
o a resistance scala for replication,
combingd with alber elesrents, notably
a simple serialisation by packagng
ar by balch, are widaly available
loday. They can detect counterbails
ihrough regular sample checks casred
aut at differest pomds o the Supply
chain, even analyses of packaging of
mlicing  consurmed  and  recosened
i waste, This s the case far examphe
with Cryptoghph®, an imasible marking
micle by mormal ink of standard wanish,
for primany  (blsters) of  secondary
packaging that can be delected with
the help of & simple office scanner or
simple digital camera

We all admit that if a temorist is in a
plame, it is & failng of the salety chain
and n B not up to the passengers
o carry out checks, A counterieit
medicing in the hands of a patient ar
honest pharmacist g also a failing in
the industrial chain and the distribution
chain of pharmaceutical products

A Viaual Examination of Packaging by
the Human Eye is Mat Reliable Enough
o ldentity ‘Well-Made Counterfeils
Introducing means, nofably  invisibla
idenlification  means  for  onginal
medicing, also sllows the number of
checks to be increased at a very kow
cost. Checking a batch of medicine mat
eguipped with reliable authentication
means is in fact highly costly and can
take a lot of time, even requiing a
chemical analysis of the substances
In fact, nothing looks more like 8 meal
medicing than a “wall-made” counterfait
thal s visually impossible 1o tall apart
fram amn ariginal,

This acknowledgrment atso
undarmings rew syskems, resanved for
customs or for the employeas of the
dilterent playars of the supply chain,
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that comsist in visually recording the
key elements of the packaging not
likely 1o be corectly replicated by
counterfeiters. Some of these systems
call on a 30 depiction of the packaging
on @ computer screen. There again, it
iz not simple for evervbody, even for
a customs employee or a logistics
company employes, io determineg a real
medicine from a fake. It is an edther-or
situation: either the replica is so badly
done (poor brand name, speling
mistakes or other omissions) that there
is no need to access this packaging
information because the counterfeit is
blindingly obvicus, or the replica is sq
well done that the visual examination
will b= negative and make you think it
iz a real medicine. These solutions are
therefore an illusion as to the possibility
of raliably identitying counterleits.

S0 this is not a simple problem
and shoukd again giwe a mumber
of conferences and symposiums
somethéng to talk about owver the nesxt

few years. But luckily, more and more
pharmaceutical laboratones are now
considering ihe problem by correcthy
assessing s seriousness and  the
imporance of being able to identify
courdarieits as close to thair sources as
possible, withouwl wailng 1o see them on
the shehves or in dispensaries. Thay ans
alsa motivated by niew recantly-adopted
Ewopaan directives, nofably directive
2001 /8% EC, updated in Febnuary 2011,
thal deals with the steps to take 1o
prevant madicing Iram panstrating legal
riedicing distribution chamnels @
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