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DSCSA Enforcement Delay – What Now?

The Other Shoe Drops
With the recent FDA announcement 
regarding a one-year delay in 
enforcement of the Compliance Policy 
for ‘Product Identified Requirements 
Under the Drug Supply Chain Security 
Act' (DSCSA), many are left asking 
what this actually means for the 
wider pharmaceutical industry or for 
their own company’s initiatives. While 
the FDA communication specifically 
indicates a delay in enforcement, it 
is clear there is no delay of the law 
itself; a telling signal to the industry 
that this serialisation challenge is real.

Within the industry there had 
already been much speculation and 
scepticism regarding what would 
happen in November 2017. Given 
the history of deadlines coming 
and going in California for most of 
a decade, followed by a national 
mandate passed by the US congress 
(albeit watered down), many in the 
industry were left dubious that 
the government could realistically 
enforce the deadline. Furthermore, 
regulations and administration in 
Europe, Brazil and China have been 
walked back, morphed, or changed 
over the past 12-18 months, adding 
to the industry’s scepticism. 

Over the past three to six 
months, the drumbeat of industry 
representatives appealing to the FDA 
for delayed enforcement has steadily 
increased. Despite best efforts, the 
industry as a whole is not, and will 
not be, prepared for November 
of this year. While many leading 
pharmaceutical companies have 
actively progressed their serialisation 
initiatives, a large proportion 
dragged their heels in a wait-and-
see approach to enforcement. 
Equipment suppliers, third party 
EPCIS providers, consultants and 
CMOs raised concern over the 
anticipated skyrocketing demand 
on resources as we approached 
the deadline. Since the beginning of 
2017, those concerns have been fully 

realised. The industry simply does 
not have the collective resources 
to enable every pharmaceutical 
company to comply. Fortunately, the 
FDA listened to their concerns and 
acted accordingly. 

So What Now? 
The industry has been given a 
reprieve, some breathing room, to 
help it manage through the collective 
implementation. In the scope of 
work required for serialisation 
implementation, an additional 12 
months is not a lot of time, frankly. 
It would be a very poor decision for 
any company to delay their current 
activity with the thought that the 
goal line has moved significantly.

PCI Pharma Services has publicly 
stated that we have no intention 
to slow down any activity currently 
underway as we support our clients’ 
serialisation implementation. In 
February of this year, we announced 
a dramatic capital equipment 
investment that will have us triple 
our existing serialisation capacity. 
We have grown our in-house 
dedicated serialisation team to over 
30 associates. To give perspective 
on our own scope of work, we fully 
expect to install and enable over 
80 individual packaging lines to be 
serialisation-ready in support of drug 
products destined to reach over 100 
countries around the world. We have 

been actively serialising commercial 
drug product for global markets for 
over five years; in doing so, building 
the considerable experience and 
expertise needed to execute a 
well prepared and thoughtful 
implementation strategy. In engaging 
the wide spectrum of clients, it is 
apparent that we seem to be the 
exception rather than the rule.

Opportunity Knocks
The recent delay in enforcement does 
create a number of opportunities to 
regroup on serialisation strategy. 
The wide majority of the industry 
has been solely focused on meeting 
the minimum requirements, namely 
having a serialised code on their 
packages as of November 2017 and 
doing their best to manage supplies 
pre-/post-serialisation to minimise 
their liability of legacy unserialised 
drug in the downstream supply chain. 
Even some traditional blue-chip 
multinational pharmaceutical 
companies have communicated 
that their strategy is to quite simply 
meet the law in its most basic 
requirements. 

With the enforcement delay, 
aggregation is one area for 
opportunity in ensuring the industry 
gets it right this time around. The 
DSCSA regulations call for a unique 
identifier, a serialised code, to be 
placed on every saleable prescription 
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drug product package. Technically, 
the DCSCA for 2017 does not require 
aggregation until closer to the year 
2025. The process of aggregation 
marries up serialised codes on 
individual saleable packages with 
their mates in secondary and tertiary 
packaging for the purposes of 
traceability. For example, 24 cartons 
may be placed in a corrugated 
shipping container. Each of the 24 
cartons will have a distinct serialised 
code, as well as the shipper itself. In 
turn, each shipper placed on a pallet 
will be subsequently married to the 
serial number of that pallet itself. 
Utilising the principles of aggregation, 
various partners within the supply 
chain – such as the pharmaceutical 
company and distributor, wholesaler, 
and the pharmacy customer – can 
affirm the contents of each pallet 
or case by the data configuration. 
Without the use of aggregation, one 
is left to ‘infer’ what is contained, 
or be left to physically open and 
investigate the contents to verify 
what is contained within.

 
While the DCSCA for 2017 does 

not require aggregation, there are 
many benefits to using it right out 
of the gate. PCI has taken a stance 
that inference would not be used and 
aggregation is the only trusted and 
reliable method to ensure 100 per cent 
verification of all codes. This is borne 
out of practical experience, having 
supported client projects where 
a non-aggregation approach was 
desired by the client, and real-world 
operational challenges arose. 
Aggregation creates a methodology 
whereby codes are captured and 
catalogued, in sequence, as packages 

travel through the line. A genealogy is 
created in real-time within a batch. 
In a non-aggregation environment, 
situations such as missing code 
verifications or line stoppages can 
lead to a literal needle-in-a-haystack 
approach to product reinspection to 
provide the assurances required. 
Alternatively, reinspection with 
aggregation is precise, down to the 
case or tray, because of the data 
catalogue. Furthermore, effective 
use of aggregation can actually 
streamline packaging processes 
and improve both OEE and line 
efficiencies by integrating more 
robust processes and advanced line 
inspection technologies.

Other benefits to aggregation are 
realised by downstream supply chain 
partners. In the US, each of the ‘big 
three’ drug distribution companies 
have made it plainly clear that they 
will not accept inference in the 
supply chain. Their position is that 
despite the basic requirements of the 
law, they demand drug product with 

data aggregation and reserve the 
right to charge back pharmaceutical 
companies in the event they have to 
unpack supplies to artificially create 
this information. 

Aggregation does add additional 
complexity to implementation 
planning, but the benefits far 
outweigh the incremental investment. 
The DSCSA legislation makes clear 
that it is also something the FDA 
supports in a robust supply chain.

The Key Principle – Safe Medicines
In the rush to meet the requirements 
of the DSCSA November 2017 
requirement, the industry has 
somewhat lost sight of the spirit of 
the original legislation. The discovery 
of counterfeit and non-regulated 
foreign versions of Avastin in several 
US states (across a multitude of 
hospitals and oncology clinics as 
recently as 2013) is a stark reminder. 
The DSCSA legislation is only a first 
step in addressing the introduction 
of counterfeit, adulterated or 
grey-market drug product into the 
legitimate healthcare supply chain. 
While the legislation is intended to 
mobilise the industry, in and of itself 
the legislation does little to curb the 
threat posed to patients by these 
illicit activities. In keeping patients 
safe, the onus is on the drug company 
to develop, execute and maintain a 
comprehensive anticounterfeiting 
strategy, including serialisation. 

Serialisation is a good first step 
and the industry will have advanced 
it as an executed national standard 
over the next 12 months. The use 
of serialised codes provides a 
verification opportunity for individual 
points in the supply chain, as well 
as the pharmacist and patient. 
One glaring hole in the regulations 
currently is the methodology for 
a patient to actually verify their 
medicines. There simply is no central 
database or online resource patients 
can use, even if they opted to verify 
the authenticity of their serialised 
medicine at the moment. This is a 
critical issue yet to be resolved in the 
initiative and little information would 
suggest it is being established in this 
calendar year, despite the original 
November deadline for the presence 
of serialised codes.
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Similarly, there is no infrastructure 
currently to affirm medicines have 
been consumed and that a serialised 
code should then be taken out of the 
‘good list’, if and when that list is even 
accessible to patients. This creates a 
scenario where two packages could 
bear the same legitimate code, yet 
one may not be from the legitimate 
supply chain, thereby defeating the 
purpose of the serialisation initiative. 
One can reasonably deduce that 
with the sophistication of global 
counterfeiters and the money to 
be made, it is only a matter of time 
before these gaps are exploited by 
the criminal element.

Comprehensive Anticounterfeiting 
Strategy
There are tools and methodologies 
to help thwart bad actors, including 
readily available features and 
technologies to employ. It is 
worth noting that there are basic 
philosophical differences in the US 
DSCSA approach as compared to the 
EU’s Falsified Medicines Directive 
(FMD). A key feature of the FMD is the 
need for tamper-evident solutions 
in an effort to ensure the integrity 
of the package, coupled with the 
serialised codes. Legislation does not 
require specific anticounterfeiting 
technologies to be integrated, but 
many leading firms do opt to employ 
these features in their tamper-
evident solution. While both pieces 
of legislation have their benefits 
and drawbacks, this requirement is 
noteworthy and helps advance the 
cause, as well as helping to propel a 
global standard for pharmaceutical 
companies as part of their strategy.

All of this speaks to the need 
for individual drug companies 
to develop and maintain truly 
comprehensive anticounterfeiting 
initiatives to protect their medicines 
and their patients. Laws to protect 
patients are notably weak in their 
penalties and there is no industry 
watchdog to actively detect out 
counterfeit medicines. The FDA has 
largely been reactive to events of 
large-scale counterfeit medicines 
and is not resourced appropriately 
to proactively pursue illegal 
activity. Major pharmaceutical 
companies may employ investigative 
teams which partner with law 

enforcement, but unfortunately are 
left to a daunting task in policing 
the integrated global supply chain 
and its bad actors. Unfortunately, 
smaller pharmaceutical companies 
simply do not have the wherewithal 
to police in this manner. With the 
significant rise in the market value 
of specialised medicines, this is a 
problem for drug companies big 
and small. The question is where to 
concentrate resources to achieve the 
desired results.

Where to Focus Efforts
It is clear that the best and most 
focused strategy is utilisation of 
tools and technologies in the drug 
product and its associated packaging. 
This involves use of cutting-edge 
overt and covert technologies to 
discourage counterfeiting. These 
technologies have to be rotational 
and multi-layered in nature, using 
a focused strategy to stay one 
step ahead of very sophisticated 
counterfeiters. Patients, pharmacists 
and hospitals have to have a way of 
positively verifying their medicines are 
authentic, from a legitimate pedigree, 
and continually kept in appropriate 
conditions – particularly pertinent for 
biologics demanding an end-to-end 
cold chain. A failure of any of these 
factors can put vulnerable patients 
at risk.

A Good First Step
The US DSCSA legislation was 
intended to jumpstart the industry 
and it has done so. With a storied 
history of delays, the pharmaceutical 
industry has not moved out of first 
gear, but needs to quickly upshift. 
Leadership from organisations 
such as GS1, HDA, and GTT, among 
others, has at least provided the 
opportunity to coalesce around a 
common cause and advance the 
collective. The implementation of 
serialisation seems herculean today, 
but serialisation will quickly be as 
commonplace as retail barcoding and 
electronic payment. The key will be 
to capitalise on the momentum of 
the serialisation initiative to translate 
this experience and knowledge to 
subsequent activities in securing 
the supply chain and the continued 
advancement of anticounterfeiting 
technologies to keep patients  
safe. 

PCI is in the business of providing 
life-saving medicines to patients 
around the world. Drug product 
should never put a vulnerable patient 
in harm’s way, particularly those with 
compromised health. We have to 
advance industry practices to ensure 
safe and effective medicines around 
the world. Our patients deserve 
nothing less than our best.


