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A Digitally Savvy
Approach to Recalls*

A survey has shown that members of the industry, including
manufacturers, distributors, and dispensers, are eager to enhance
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serialisation data analytics to ease the product recall process

Stakeholders within the
pharmaceutical supply chain

are becoming increasingly aware

of the opportunities created by
serialisation requirements, including
how serialisation data can be
leveraged to help digitally transform
business processes, trade partner
communication, and even patient-
centric engagement opportunities.

As a result of being one of the
most resource-intensive processes
within the pharma supply chain,
companies and regulatory bodies
have begun evaluating innovative,
digital approaches to managing
the existing process of product
recalls. The FDA is increasingly
more vocal about product recalls,
stating just recently that the
agency’s “ability to detect, track,
and trace potential or known
problems with products continues
to improve as we implement new
technologies across the agency
and as companies implement
their own technological advances
throughout their supply chains.”

Serialisation provides a
standardised data model

for creating unique, digital
representations of physical
products, which, in turn, creates
the opportunity to revolutionise
how unintended supply chain
occurrences, such as product
recalls, can be managed through

more effective trade partner
information exchange. This article
will explore how, if equipped with
serialisation data, digital recall
solutions could optimise and
transform recall administration
for the pharma in&ustry.

Today’s paper-based, manual
product recall notification process
is slow and difficult to manage in

an operationally efficient manner. |

In 2018, 1,405 drug recalls were
reported to the FDA, 104 of which
were classified as Class 1 in nature
(a classification that represents

the most severe threat to patient
safety) (1). When these recall events
occur today, recall notifications

are often communicated by the
manufacturer via overnight letter
to any and all potential partners
(wholesale distributor, hospital,
pharmacy, or physician) that may
have received the affected product.

For the supply chain member
that receives the letter, a manual
process then ensues. If the
product has been distributed

by a wholesaler, they will often
forward the recall on behalf of
the manufacturer or repackager,
alerting the pharmacy via email,
fax, or mail indicating severity,
National Drug Code/Lot, and
instructions on how to respond.
Downstream recipients often

receive duplicate notifications
from multiple sources, including
the manufacturers, wholssalers,

- press releases, and the media. As

a result, this proces's is typically
inefficient, di.srupts important
operational workflow, and wastes
valuable time and respurées across
the entire stpply chain.

At the edges of the supply chain,
pharmacies'and hospitals are
constantly receiving a high volume
of recall notifications, including
many for products they may never
have ordered or received into
inventory. For this reason, the
problem is often most severe for
these stakeholders who must wade
through an ocean of paper notices
to ensure that patient safety is
preserved at the cost of valuable
staff time spent investigating many
false positi've notices.

Better Visibility to Improve
Recall Process Execution

According to responses from
survey participants at FutureLink
Chicago, US, attendees attributed
manual processes as one of

the most significant barriers to
executing recalls efficiently. Of
those responding to the survey,
57% indicated that manual
processes were the root cause

of delay and error within their
operations. Given the patient
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‘redibly labour- and resource-
process that rarely yields

will gain the ability to leverage
these interoperable solutions

s part of an integrated digital
pply network that can enable

healt '(:re‘éystems, and
pharmacies are all anticipating that
serialisation will drive significant
supply chain transparency and a
more unified industry standard
approach to how product recalls
are initiated, communicated, and
resolved. For instance, serialised
data from the manufacturer
+ can help wholesale distriButors
associate the lot number t6 the
serial numbers that have been
distributed to their downstream
partners, thereby enabling a more
automated and precise recall
communication process. a
When asked what a practical long-
term digital recall solution might

ct, accurate insight into where

“their products travel within the

supply chain and through which
partners’ hands they have passed.
According to some estimates, .

it takes five hours on average

to respond to one recall, with

an associated labour and lost
productivity cost of US $100

per hour. Every year, between
130-270 million person-hours

are spent on recall processing and
administration, which results in

a multibillion dollar cost that the

pharma industry must béar. ‘.

As new advances in digital
solutions that leverage
serialisation materialise in the
coming years, the ability to deploy
tools that can identify recalled
drugs while preventing the
unnecessary returns of unaffected
products will become possible at
scale. Manufacturers, wholesale

. distributors, and pharmacies
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3 exchange between direct
direct trade partners.

I h this real-time digital

el, companies will be
d with  the ability to initiate,
and resolve a recall, reduce

1. Visit: https://datadashboard.fda.gov/
ora/cd/recalls.htm
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