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rack and trace technolo-
gies (T&T) are touted to be
the game-changer in en-
suring safe drug distribu.
tion chainsand instituting
quality and expiry recalls. T&T sys-
temsallowregulators, manufacturers,
consumers and others to track prod-
uctsinthedrugdistribution chaln, im-
proving the visibility of the product
moverthent by verifying its authentici-
ty and past locations. T&T systems re-
Iy on serialisation—the assigning of
unique identifying numbers to prod-
ucts. When fully implemenied, prod-
ucts thatlack identification numbers,
or products with identification num-
bers that cannot be accounted for
throughout the distribution -chain,
must be treated as falsified and re-
moved from the market; even if they.
come fromlicensed manufacturers.
In 2011, the Indian government in-
stituted a task-force for studying T&T
that examined three hardware ang
seven solution providers, after
whichtheyfoundthattherewas .
not much difference across (
hardware providers as hardwatre
essentially consisted of barcode
readers, computers and printers. 1f
was suggested thatstakeholders at the
lower end of the supply chain can use
their existing computets and inter-
net connection in order to imple-
ment a T&T system, ensuring no
exorbitant costs. However;, at
the same time, it was ac--
knowledged that being a’
system that isnot widely - h
used within the pharma- 3
ceutical. industry, the ‘
cost estimated by stake-
holders and ‘solution

line with findings from a résearch,
study undertaken
by theauthors.
In early Feb-
ruary this year,
there were me-
dia reports re-
garding an im:

roll-
outof a
T&T sys-

domestic mar-
ket and, by April,

thediscussiononT&T
roll-outonprimarypack-
ing had entered into policy

cireles. The speculation on ;

T&T implementation ended by early
June, with the release of a draft notifi-
cation containing the draft rulesto im-
plement barcoding of medicinesatthe
primary packing (which is in physical
contact with the drug) in the domestic
pharmaceutical market. If this provi-
sion is made mandatory and is imple-
mented, then India would become the
first countrytodoso.

-Making such a system mandatory
may pose difficulties in implementa-
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he big picture

A T&T system should be implemented
in a staggered fashion—introducing
barcodes on secondary packs,
- and then retrofitting into every
production line

ROHMTPHORE

*canbeusedto

thatenumerates all
active manufacturing firms
in states along with data
on what all pharmaceutical
products are being
manufactured by these
firms, including fixed-dose
combinations

tion (atthe primary level

packaging) for all the

manufacturers and may
driveoutmarginalplayers,
in particular Many stake-
holders interviewed in the
study were of the opinion that al-
though, in principle, T&T systems are
needed to enhance consumer confi-
dence and improve overall drug quali-
ty, the viability of miandating the print-
ing of uhique identifiers on primary
packing in the domestic market would
run into significantchallenges,

Oneof themajor concernsisthatits
deploymentin the currentformwould
result in steep learning curves for
pharmaceutical firms,leadingtohuge
compliance costs for manufacturers
both big and small. Secondly, since

such a system requires the database

a

structure to establish a parent-child
relationship (where the former is the
central node enforcing T&T, while the
latter represents the firms feeding da-
ta to this node), it requires constant
movement of data both towards the
centralnodeandaway from it when ac-
cessed by downstream supply chain
participants and consumers. This
rajses an additional challenge of
maintaininga securedatabase,

Also, when printed on primary
packs, this information would beavail-
able in the public domain, which may
allow illegitimate products to enter in-
tolegitpharmaceutical productsupply
chains by making use of legitimate se-
rialisation numibeps, further com-
pounding the problem of spurious
drugs in the country. A view taken by
some key stakeholders was that serial-

Data collected -
in T&T systems'”

formulate a.
national registry.

isation at the secondary packinglevel,
in contrast, may resiilt in a relatively
more secure database, allowing only
those managing the supply chain of
medicines to authenticate the fidelity
of the serialisation information.
" Lastly, barcoding at primary packs
" has its own complexities, such as
those of artwork standardisation
which, many atime, has to be accom-
modated onto extremely small-sized
packaging; exemption of the
inventory that is already
labelled without the pro-
posed provisions, etc,
Theseissuesmight
lead to a situa-
tion ., where
consumers
may dis-
card le-
‘Bitimate
products be-
. cause of
problems
¥ with accessing
the database or
with  packaging
variations,
Inthe light of -the foregoing,
a T&T system should be implemented
ina staggered fashion (by introducing
barcodesonsecondarypacksforthedo-
mestie market to begin with)and fur-

" ther be retrofitted into every produg--

*- tion line (where sufficient time should
be provided {o the manufacturers for-
- itg implementation). It should benoted
that thiswowld only bewithit'thereach
of the manufacturers, if the entire life-
cycle management cost of deploying
the T&T system (software "develop-
ment, cloud deployment, database
‘management, .artwork standardisa-
tion, barcodestandardselection,t etc)is
borne by the exchequer. ?

It is interesting to note that T&T
systems may also be deployed to solve
many more long-standing problernsof
pharmaceutical regulation in India.
Data collected in T&T systems can be
* used to formulate a national régistry

that enumerates all active manufac-
turing firms in all Indian states along
with data on what all pharmaceutical
products are belﬁg manufactured by
theseﬁrms Jineludingfixed-dose com-
binations. The T&T systemmay bein-
tegrated with the newly rolled out In-
tegrated Pharmaceutical Database
Management System (IPDMS)-—de-
veloped by the National Informatics
Centre(NIC)forthe National Pharma-
ceutical Pricing Authority (NPPA)—
acting as a pharmaceutical monitor-
ing and information system. This, in
itself, would serve asareal-time moni-
toring system for the regulator; and
canbeusedtodefinethetrueguantum
of duties for the national regulator to
institute further reforms. It will also
be possible to remove any irrational
drugs from the market smoothty using
sucharegistry.
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