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The war against counterfeit pharmaceuticals in the supply chain is well underway,
with more than 40 markets - those of which including the EU, US, South Koreq, Brazil
and China, deploying pharmaceutical frack and trace laws. According to industry
specialist Tracelink, by the end of 2018 more than 75% of the globe’s prescripfion
medications are expected to be protected by legislation.

Our research last year showed that even through pharmaceutical firms seemed to
be experiencing growing pains as they evolved to new requirements, the tall task of
serialisation is one that appears to e within reach for most via apt planning and testing.

However, minor industry confusion remained in certain corners of the market,
aggravated by the lack of cohesion between countries’ varying legislative
approaches. One survey member highlighted the frustration caused by ‘moving
targets” and similarly a level of research participants predicted that the publishing
of the EU Delegated Acts would be delayed once again. Experts predicted that
once the acts were published, they would help ‘tighten up loop-holes” and be
instrumental in the market’s maturation towards global harmonization.

2016 witnessed the publishing of EU Falsified Medicines Directive (FMD). The FMD
regulations declare that the following specifications must be on every medicines
pack: a unique identifier in the form of a two dimensional data barcode and the
verification of safety features which include the integrity of the anti tampering
device. A lead time of just over two years has been seft, leaving some questioning
whether this will be enough time for the entire market to evolve to the requirements.
Industry players are experiencing another time pressure on protecting their current
market access as the next level of the US DSCSA is due to go live next year.

This year’s research report maps out and measures the changes in consensus
as the industry advances closer to an entirely track and fraced pharmaceutical
environment.

Hope you enjoy

Pharma IQ Editor.

-
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Over the past three years, Pharma 1Q has conducted a Serialisation Industry Report as to capture and
pinpoint the frends within the global pharmaceutical market’s supply chain frack and trace progress.
Using the rapidly depleting lead time until regulations are enforced around the globe as a backdrop,
this research report uncovers the methods and strategies being deployed, allocated budgets and
resources, pain points and mistakes made in implementation as well as the opportunities for innovation.

The data presented in this year’s report was collected from April to June of 2016 targeted at Pharma
1Q’s pharma and biotech professionals.

Quite a large segment of the survey base is represented by SME pharma / biotech manufacturers.
These players are understood to be at the earlier stages of implementation. Whereas, large bio and

. . pharma manufacturers, which make up 23.5% of our respondents, are known to be optimising their
projects and tackling the challenges of running a successful strategy that can achieve a return on
investment. Other entities represented in the research base include, pharma distributors, logistic service
providers, tfechnology providers, training institutes and hospitals.

Functions that individual participants represent are mostly within supply chain and packaging followed
by IT. Other verticals featuring include quality assurance, intellectual property and market access.

Where possible this year’s survey has been benchmarked against Pharma 1Q’s legacy reports and
expert analysis provided on the results

What profile company are you from? Which function do you sit in?

X S -

Large pharma/bio manufacturer 23.5% @ Supply Chain 26.2%
Small-to-mid-sized pharma/ @ Packaging 24.6%
bio manufacturer 29.6% ® Monufacturing 13.8%
Medical device manufacturer 8.6% ® Quality Compliance 10.8%
Sovemmeny s Regulatory Affairs 7.7%
Other* (please specify) 35.8% T 15.4%
Procurement 1.5%
*Other :
Consultant | Security Consulting Documents and brands *Other

| Logistics Service provider | training institute | Hologram
Manufacturer | we detect counterfeit drugs | Service
Company (IT and business) | DQSA Entferprise Solution
Provider | C&Q Services | Medium Sized Pharma Distributor
| Serialization and Traceability Technology Provider | IPR.

| Premdia Packaging | Mid size virtual pharmaceutical
company | Hospital

Project Manager | Business Development | Consulting
frainer | Marketing | Quality Assurance | Market access
| Manager Track and Trace | Saas$ solution provider |

| Work on counterfeits. IPR | QMS and Regulatory |

Compliance with standards | Validation | Serialization
Solution project delivery

www.pharmaserialisation.com | +44 0207 036 1300 | enquire@igpc.co.uk
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\ ~ Different levels of approach
i In regards fo the varying approaches to

reaching complete serialisation, in a recent
article Agnes Shanley of PharmTech (1) outlined
4 distinct strategies:

Ve

1. Proactive, aggressive rollout
of global track and frace
programs.

°

Firms which are following this method

are building an agile infrastructure which
accommodates for worldwide regulatory
requirements and aims to futureproof its system
as to flex to compliance updates and new
expectations. Cost, risk and time efficiency is
of prime importance to preserve their current
market access of their products and potentially
increase their market share via competitive
advantage. Other game-plans could include
ensuring optimal team composition and
engagement to both comply with and profit
from serialization, through added supply chain
visibility and integrating production lines and
data usage in real fime.

Y

[tfem 1 shows that 69% of our participants are
opting for a global approach to implementing
serialization. A similar trend was seen in 2015,
as indicted by item 2, however last year more
people expressed strong confidence that
their firm was taking a global approach to
serialization.

2014 experienced the most strongly disagreed
responses to this question with 12% of the
research base opting for this. The 30% of the
2016 base which said their firm does not have a
clear roadmap for global serialization track and
frace are likely to have opted for one of the
other routes mentioned below.

BNV Sen

py L
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My organisation has a clear and robust (
roadmap for serialisation / track and \<<
tfrace globally?

@ Strongly Agree 31.6%

@ /\gree 38.0% b
® Disagree 24.1%

@ strongly Disagree 6.3%
.................................................. HHem 2 e

My organisation has a clear and
robust roadmap for serialisation /
tfrack and trace globally?

Strongly Agree
40%

Agree
Disagree

Strongly
Disagree

My organisation has a clear and
robust roadmap for serialisation /
track and trace globally?

Strongly Agree

Agree

38%

Disagree

Strongly
Disagree
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PLANNING AND STRATEGY e

Jim Cummings, Vice President of Adents (Americas): Cognizant

[t’s a fact. Every organization within the pharmaceutical supply chain, will see some sort of
impact within the organization as a result of global compliance. How you plan and strategize a
comprehensive approach is unique to your organization and trading partners.

So many factors play intfo planning and strategy for such an effort. First, global compliance is fluid.
Countries are continuously changing laws while trading partners also change their strategies.

The numbers on this report regarding planning represent the aggregate. However, the individual
organization has unique needs. For example, if your organization is only producing product for China,
then you have a pretty fixed target. Even with the recent shake up of Alibaba, China, for now,
remains to be adamant that their SFDA Track and Trace serialization mandates will not change in any
significant way.

On the other hand, if you are trying to be compliant with the EU FMD or South Koreaq, things are still
fluid and the target is somewhat of a moving one.

Bottom line is that whether you should take a passive or an active approach to global compliance
depends on your organization’s unique needs. When choosing a vendor or multi-vendors to

help guide you through global compliance. Ensure that the vendor(s) can address your needs
satisfactorily.

Finally, another factor to consider are your trading partners. Big guys, like McKesson, must also meet
global compliance mandates. Over the years, we have seen these trading partners have a great

impact on global compliance. In particular, mandated deadlines.

www.pharmaserialisation.com | +44 0207 036 1300 | enquire@igpc.co.uk
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Firms using this route have chosen to compartmentalize the tfrack and trace process by country. This

choice can be underpinned by resource limitations or perhaps operating strategies that prefer focused

( localized decision making.

S

o)

In regards to which continents are seen as the most challenging in the formulation of a serialization
strategy - Asia was the region which came out on top. One participant noted: “Europe and the US
were the least challenging as these have harmonized approach - Multiple regulations and Track
and Trace add significantly to the complexity.” However, even with the harmonized approach and
added clarity within the US and EU, the road to full compliance in these regions is highly pressured due
to their fime constraints.

serialize product, the following level will come info play by 2023.

e,

®

What continent is the most challenging when it comes to creating a
serialisation strategy?
31%

20.7% *——
17.3% o——  ~e

Y

15.5%

Additional
comments*

Latin
America

*Additional comments
No magjor differences

SFDA, GCC

Track and Trace add significantly to the complexity

f%
y
S

www.pharmaserialisation.com | +44 0207 036 1300 | enquire@igpc.co.uk

2. Incremental deployment in a “just in time,” localized approach Cognizant

The next level of the US DSCSA is due to come into force in late 2017 - requesting that all manufacturers

Europe and US are the least challenging as these have harmonized approach. Multiple regulations and
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The EU Falsified Medicines Directive (FMD) was
labeled as a ‘slow and arduous process to: ‘ratify
and may be equally difficult to implement”,

with some pharma companies being relatively
gradual in the renovation of their product lines
initially.  Industry analysts have identified that the
major re-engineering demanded for packaging
lines stood as a large, invasive and expensive
task - with some questioning as to whether the
window given will be achievable especially

for smaller firms. The initial lack of speed in
implementation was attributed to the need for
further clarity of the FMD requirements.

This year has seen a major movement with the
Falsified Medicines Directive as the Commission
published the delegated regulation in the official
journal.

Manufacturers now have until February 9th 2019
to adhere by the requirements, which is when the
regulation comes into force.

In response to whether the EU FMD’s 2019
deadline is enough for the proper testing of
serialization, 60% of our respondents said yes but
only just enough and 12% disagreed that it was
enough time. This result highlights the importance
of prompt and streamlined implementation.

One participant questioned about the
involvement of hospitals within the chain.

3. Just getting started in understanding the regulatory and business
requirements, and compliance planning.

This approach is seen within the SME pharma - biotechs and virtual entities. This is a serialization project
within its primary stages where infrastructure required is being outlined, partners and CMOs are being
evaluated for these new business expectations. Some firms in this bracket are understood to have
planned to outsource serialization efforts, however this notion has depleted in popularity as more
understanding was gained on internal requirements needed for this model and the risks with some forms

of complete outsourcing

4. Haven’t undertaken a formal internal serialization compliance program

at all.

Here, the entire serialization compliance and decision making is outsourced. Some in this category
maintain that the enforcement of these regulations will be delayed.

Surprisingly, a minority of our participants labeled themselves as not having thought about serialization
yet at all, which will be discussed within the next section

www.pharmaserialisation.com | +44 0207 036 1300 | enquire@igpc.co.uk
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Do you think the deadline of Feb \~
2019 in regards to the EU Falsified ©
Medicines Directive is enough for
the proper testing of authentication
systems for the unique identifiers? "/

LT
28.1%

Yes- The industry will
have ample time

Yes- But only
just enough.

_12.3% 8

*Additional comments

59.6%

How are the hospitals are getting involved as
part of the chain? The investiments are huge in
another pieces in the chain

»
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In regards to the status of implementation, in the 2016 research less members stated that they had not
AN started planning than those last year. Some may note the existence of even a small level of people AN/

who have not started thinking about serialisation yet is surprising — which is seen in item 3 and 4 . N

e
S

3

w
RS

My organisation...

5.4%

Has noft started thinking about serialisation yet

o
20.3%
Is in early planning phases
Is currently looking for solution

providers to partner with

e

13.5%

Has started rollout in one site (pilot)

_ (@D

13.5%

Has fully implemented

25.7%

Has started rollout
across multiple
sites globally

*Other
We detect counterfeit drugs using NFC technology
We have customers with worldwide rollout

/0" ADENTS

www.pharmaserialisation.com | +44 0207 036 1300 | enquire@igpc.co.uk




/

STATUS OF IMPLEMENTATION

PREVIOUS RESULTS

>> My organisation...

\ Has not started thinking about serialisation yet

’\ Is in early planning phases

,‘: Is currently looking for solution providers to partner with

} Has started rollout in one site (pilot)

Has started rollout across multiple sites globally

Has fully implemented
My organisation...

Has not started thinking about serialisation yet

Is in early planning phases

Is currently looking for solution providers to partner with
Has chosen partners, awaiting implementation

Has started rollout in one site (pilot)

Has started rollout across multiple sites globally

My organisation...

Has not started thinking about serialisation yet

Is in early planning phases

f
,
s

Is currently looking for solution providers to partner with
Has started rollout in one site (pilot)

Has started rollout across multiple sites globally

%)

Cognizant

P 15%

I 15%

s 27%

11%

19%
19%
21%

I 18%

s 8%

. 6%

I 26%

s 7%

15%

13%

13%

19%
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The late adopters who have evaded until now
are going to be critically reliant on excellence

in project execution to get their programmes in
place and delivered on time. Any implementation
programme that is being initiated now faces a
daunting amount of complex capability that must
e delivered in a very short fime with little or no
opportunity to practice before the deadiine hits.
This year, more respondents are at roll out stage or
fully implemented than in 2015.

Mark Davidson - Bluesphere Health stated: “Earlier
in item 1 around 70% “agree” or “strongly
agree” that their organisation has a robust
plan, which is encouraging given the lack of
time available. Of course, this may be a self-
selecting group, who bothered fto fill out a
survey.

“But this positive picture of readiness contrasts
with item 3:

“A total of 47.3% of respondents have not
conducted any pilot projects yet. This means
that the established equipment and software
vendors will be thinly stretched over the next
two years trying to service this demand. For
these vendors, the cost per sale will increase
because most of the unprepared customers are
smaller companies with fewer lines but many

of the pre-sale business development cosis are
the same. This may drive prices up.”

This contrast may infer a sense of over-optimism on
how the seridlisation projects are likely to run. This
optimism feeds through to the findings in item 5
with 48% predicting they will need 18 months or less
to reach full serialisation.

Jim Cummings, Vice President of
Adents (Americas):

Implementation progress is fruly hard to measure
as only a handful of markets like, China, are fully
implemented. Let’s sQy your organization ships to
Ching, US, and EU. Your China product will be at
100% implementation while the EU and US product
may be at 33% or maybe sfill in the pilot phase.

Organizations are unique. It is very difficult to
make blanket statements abbout the industry’s
preparedness that are accurate, However,

that said, the major tfrading partners must be

as prepared as possible. Trading partners like
McKesson, Cardinal, and Baxter. If these guys
aren’t ready, there will certainly e bottlenecks as
each country’s deadline approaches.

www.pharmaserialisation.com

+44 0207 036 1300

¢

Cognizant
Could this happen? Yes, as anything is possible.
However, there is little danger of this happening.
The big trading partners are working very hard to
mitigate this scenario. Try as they might, the big
frading partners are still ot the mercy of individual
country’s readiness.

ltem 5

How long do you anticipate it will be
until you are fully serialised?

11.8% Already fully serialised
4.4%  <6months
6-12months
12 - 18 months
23.5% 18-24months
16.2% 24 months

—c<

Mark Davidson - Bluesphere Health notes: " Almost
everyone thinks they will be fully ready within 24 months,
which given the answers to item 3 above seems
optimistic bordering on unredlistic. | expect that late-
comers and smaller companies will need to use less
experienced vendors to get the jolb done. These might
perhaps include new entrants with [T skills and expertise
coming from outside pharma.”

Also there has been a year on year increase in the
amount of respondents stating that only less than 10
packaging lines need to be upgraded in response to
serialisation as seen in item 6.

-
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STATUS OF IMPLEMENTATION

If applicable, how many packaging
lines will you need to upgrade in
response to serialisation?

35.9% 9% 9%
Less than 10 10-19 20 - 49
10.3% 2.6% -

O O

More than 10

Don’t know

How many packaging lines will you
need to upgrade in response to
serialisation?

27%

2014

<10
2015 30%
2014 17%

10-19
2015 11%
2014 18%

20-49

2015

i -~

N
2014 \ 7%
50-99 -

2015 2%

2014 16%
>100

ao1s [ 9%

2014 9
Don’t 15%
know

2015 44%

www.pharmaserialisation.com | +44 0207 036 1300 | enquire@igpc.co.uk
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HARDWARE & SOFTWARE

Being further along the implementation process, big pharma is looking at harmonising and centralising
systems and integrating software and optimising their strategy.

[tfem 7 shows consensus is that the majority of verticals have reached vendor selection stage or

implementation being underway. One small to medium sized pharma firm noted that they are due to
invest over £1,000,000.

In preparation for the serialisation deadlines, my company is at the following
stage for the below technologies

Printers Data Preparation Cartonersor  Manufacturing ERP system Barcode Consultancy
and other management / additional Execution (e.9. SAP, readers/ services
line level software handling System (MES) Oracle, etc.) scanners
equipment equipment

mplementation complete arted Initial researc ifferent lines are at different stages;
© Impl tati let Started Initfial h Diff 1 i T diff t st

) . some are fully implemented with full
@ mplementation under way @ Not started Initial research frack and frace, others not at all
@ \endor selection complete Don’t Know

@® Vendor selection initiated

Approximately what sort of budget size will need to be invested in the
solutions above?

@ €100,000-€500,000 ..o 23.2% |

@ €500,000-€1,000,000 ..o 1.7% ’

@ €1,000,000-€10,000,000 ..o 30.8%

@ €10,000,000-€100,000,000 oo 11.5%
€1,000,000,0004 ..o 3.8%

@ DONtTKNOW. .o 23.0%

*Other

Depends on number of production lines;

/0" ADENTS
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The below sections are the main pain areas highlighted by our research base.

Compliance

Unsurprisingly, compliance stands as a considerable concern with the implementation of serialisation
participants noting:

* Moving Targets: continuous modification of target date/expectation level of various countries.

* Compliance with different legislations and integration with third parties including CMOs, 3PLs and
CFAs

» Cost increases fromn multi region compliance, for example with the US barcode standard being

different to other regions so imported goods must be relabelled for the rest of the globe.

Integration
As seen in item 10 optimum utilisation of existing technologies / machineries and integration with

enterprise systems were noted as the top operation challenges. Interestingly, both of which ranked as
the top pain points by the 2015 research base.

What is the main operation challenge you face/ will face in implementation?

Optimum Creation of unique Integration Generating Cross-site

utilisation serialization codes with enterprise high-speed coordination for

of existing for individual systems prinfing and serial generation
tfechnologies / products during verification of for similar

machineries the production the codes product lines
process

W W
41.7% 6.3% 35.4% 6.3% 10.4%

A ENZAP

*Other

Interfaces with multiple customers and multiple systems | Least TCO solution deployment | End-to-end chain communication '
(no standards) | A reliable partner for the intfroduction of Serialisation | Cross-CMO integration with CMO’s working for various

brand owners | Sharing of exact info by the manufacturers as to their difficulties | Finding suppliers who can respond quickly

One participant, from a small-medium sized pharma / bio firm noted: “There are many aspects of
serialisation which have significant impacts (on)manufacturers. These include (the) ability to
integrate legacy equipment, ability to interface with legacy enterprise systems, interfacing with
customer/client systems along with the cosis of implementation and ongoing licensing.” Some
noted their concerns with supply chain performance in regards to ensuring codes are not repeated.

/0" ADENTS
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Cost Cognizant
Concerns highlighted by participants revolving around cost include:

¢ Training and down fime which involves a lot of costs.

¢ Fully understanding the costs to serialization and potential ROl beyond simple compliance.

* A high cost outlay for manufactures with limited numbers of licensed products leading to a lack of
prioritisation for smaller scale manufacturers.

Planning

An interesting area of concern highlighted was planning and timelines, with some participants noting
the struggles of implementing serialisation and frack and frace simultaneously. Most areas in this vertical
focused on not being capable of adhering to requirements in time and not understanding all the
variables in order to implement in a timely fashion.Reliable partners were a key pain hotspot.

One respondent specified that struggles are experienced with their cross-departmental communication
and strategy being a difficult area to master, adding that; “We continue to work in a vacuum and then
crash together as due dates approach.”

Recent report conducted by Tracelink (2) reported that somne CMOs are not moving fast enough for
serialization deadlines in the US. This is concerning as the future lifeblood of CMO business with pharma
rests largely on their serialization capabilities, A lack of compliance is likely to equate to a loss of business
to competitors. A pain point with SMEs is the fear that CMOs will not be compliant in time as some of
their work is oufsourced to these firms.

Jim Cummings, Vice President of Adents (Americas):

Once you begin to implement a plan, you will see the wrinkles in your plan. The more upfront planning
that is done, in my experience, the more frequently wrinkles occur. My advice is to plan to solve those
problems that you have. Protracted planning has a tendency to introduce problems that may or may
not need solving.

As far as effort, again plan solve the problems you have. This will prevent extraneous effort that will
ultimately produce solutions to be redone or completely undone.

A well thought out phased approach plan will reduce both effort and cost. Selecting the right vendor
for your implementation will completely mitigate the hurdles. Those vendors that are too quick to

say yes to every question asked of them, are probably the vendors you want to avoid. Experienced
implementers will discuss your questions in detail with you to understand your organization’s unique
needs and work with you to arrive at an appropriate solution.

Remember, there will be hurdles. When overcoming these hurdles, it is critical to ensure your chosen
vendor has the depth and breadth of experience to handle these hurdles. OpEx, and therefore,
TCO can grow wildly out of control with the selection of the wrong vendor or the attempt to plan

everything upfront.

-
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TRACK AND TRACE PAIN POINTS TACKLED

A range of hurdles were highlighted by
respondents of Pharma 1Q’s 2016 Serialisation
Industry Report. In light of these issues Pharma 1Q
Editor Chanice Henry speaks o Jim Cummings,
Vice President of Adents (Americas) on how
pharma firms can navigate regional compliance
complications, cost considerations and planning
problems within serialisation projects.

What is the best approach to adopt in the
face of moving targets with implementation
dates and compliance requirements in
different couniries?

Jim: “New regulations will continue o be enacted
in different countries also these existing regulations
will most likely change.

“So one needs to keep that in mind and look af
systems that can most easily deal with change,
enabling companies to add new regulatory
requirements or change the existing quickly and
easily.”

In terms of having a global sirategy, which

the majority of our participants are choosing
to follow, have you got any key tips to simplify
the process and control costs with multi region
compliance?

Jim: “The ideal is to have a serialisation solution
that minimises change management, downtime
for the packaging line, any revalidation cost and
any IT governance required. When a solufion
requires a lot of change to the software system
at each and every packaging line, then one has
maximised their change management fime/cost
and the revalidation cost.

It is my opinion that a centralised configuration
management system where all of that work is
completed in one location and the majority of
the work can be conducted offline while the
packaging lines are operating, is the most efficient
and economical method.”

How can firms work to fully understand
the costs to serialization and potential ROI
beyond simple compliance?

Jim: “Just from the serialisation and compliance
issue, most clients we have talked to and those |
have interacted with at conferences are looking
at this as a cost, because it’'s a compliance issue
and had not actually entertained the idea of ROI.

However, some are starting to think of innovative
ways to use this data. One pharma company
noted that they are beginning to have a better
yield in their supply chain and are entertaining
methods like mobile apps - which their consumers
can connect to and check their medications.
With those innovative approaches, one can build
on these systems that are opening up the view of
the supply chain and find ways to create ROL.”

What would you say to smaller scale
manufacturers which aren’t prioritizing
serialization due to the high cost outlay
for manufacturers with limited numbers of
licensed products?

Jim: "Well, number one, everyone has to comply,
so they need to just understand and buy into

the programme. Now, let’s just not just look at
what has a big pharma company done. Yes, a
big pharma firm may have spent a million dollars
per line, but that does not mean the smaller
companies need to go down that path. It should
not cost that much, also, it should not take as
much fime as has been experienced in the last
couple of years.”

"All these companies, no matter their size, should
ask an abundance of questions and keep their
minds open to technologies that are available,
but may not, in specific regions, be readily

used yet. They should keep their minds open

to methodologies that are different to those of
the current market leaders, which can reduce
the total cost of ownership of the system and
decrease the time taken to implement.

"The companies just need to acknowledge they
must do this and they must do it quickly now,
because in the US the time is certainly running out.”

*In my opinion not being fully invested may not be
wise. The firms really need to understand what's
going on in the marketplace and what their
options are.”

www.pharmaserialisation.com | +44 0207 036 1300 | enquire@igpc.co.uk
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One participant in our research noted the
complications with cross departmental
communication:

“"We continue to work in a vacuum and then
crash together as due dates approach.”

What are the potential consequences

with this? What are the common mistakes
made with communication in a serialization
implementation project?

Jim: *In regards to internal communications within
a manufacturer’s organisation, these issues are
just problems leading to disaster, because these
serialisation efforts are not a project, they're a
programme. So many different departments need
to be involved: the operational teams, the supply
chain division, the IT technicians as well as the
quality and regulatory units. If there is not a cross
functional team coordinating communication,
gaps may appear in understanding and so
certain teams will not fully achieve the input

that is required of them and there is probably not
going to be a solution or a programme that will
work efficiently for that client.”

What is the best way for firms to neutralize
the pain felt from the challenge of ensuring
optimum utilization of existing technologies
and integrating enterprise systems?

Jim: “In many cases when firms look at current
market leaders they're looking at proprietary
devices - printers, cameras, vision, scanners - and
they re not looking at what they have currently and
how this dictates what they may be able to use for
their seridlisation projects.

“Consider: are there any new devices that not
only need 1o be supplied, but installed, wired

and integrated? Or are there existing devices
where a soffware solution could be put in place
that is wired to these devices and infegrated

and so minimises the time to implement and the
cost of implementation. In addition to this, during
regular operations, utilising commercially available
devices can reduce the cost of the serialisation
programme and the total cost of ownership of the
solution. Should a device like a camera fail you
can also readily acquire a replacement,

"These are the elements that need to be
assessed by these companies, because there are
options where companies can choose not to go
the proprietary hardware route and instead utilise
devices they already own and already have
standardised throughout their organisation and
SO in the process they can save themselves a lot
of time, money and stress.”
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Any final remarks?

Jim: “Well, | know in IQPC Serialisation and
Traceability forums and other conferences

- the message that has been promoted to
companies, manufacturers, is that the current

group of vendors and resources that supply their
serialisation solutions is limited; and to some extent

this is true. [

“There are other methodologies used by other
vendors that allow them o scale as the market
needs. This needs to be a critical consideration
when companies are looking at their vendors.
Although, many vendors are somewhat
overwhelmed at the current time. If one does

the math comparing time needed to deliver and
implement a system versus the level of work left to
do, one should be concerned.”
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FINAI. REMARKS Cognizant

The 2016 results have shown that, in terms of planning, the consensus is that firms are choosing to
adopt a global approach to serialisation. Regional challenges in terms of compliance are being
experienced with Asia according to our research base. Less confusion is had in terms of the US and EU
markets with added clarity being given via published regulations. However, this is paired with the time
pressure regarding the execution of the expected procedures. With this in mind it may e surprising to
some that a number of participants admitted to not thinking about serialisation at all as of yet,

The late adopters are going to be critically reliant on excellence in project execution to get their
programmes in place and delivered on time. Any implementation project that is being kicked off now
faces a daunting amount of complex capability that must be delivered in a very short time with little
or no opportunity o practice before the deadline hits. A delayed surge towards vendor selection at a
late point may cause prices 1o spike.

. ~ There has been a progression in consensus since last year which is positive. However, the industry must
. beware not to lurch info over-optimism on how successful the implementation projects are due to be
and how quickly full serialisation will be obtained. A sense of very high optimism is implied within these ‘
results in regards to timelines to complete serialisation. With deadlines looming, the industry must equip
itself with the maximum amount of time to ensure that it will not incur any costly mistakes.
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1. hitp://www.pharmtech.com/fracking-pharma-s-serialization-efforts
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3. hitp://www.in-pharmatechnologist.com/Regulatory-Safety/Recipharm-to-invest-40m-in-serialization-tech-ahead-of-EU-and-US-track-and-trace-rules
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