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Introduction.

Throwing good money after bad is never a good
idea, yet all too often, pharma companies persevere
with poor or inadequate PV information capture

and reporting capabilities because the alternative

— moving to a new provider — is seen as too great
an upheaval and potentially too much risk.

In this practical two-part guide, Claudia Sera m,
PV Manager & EU QPPV at Arriello, dispels the
common myths around PV system transfer, sets
out the bene ts of making the change sooner
rather than later, and provides a 13-part action @n
to make the transition easy, and successful.

| Claudia Seram

PV Manager & QPPV | Arriello

A pharmacist by education, she has been
working in pharmacovigilance since

2015 and as a QPPV/Deputy for multiple
companies for over three years.

Claudia has experience across a wide range
of activities, including ICSR management,
medical writing (PSURs, RMPs, and
PSMFs), safety communications,

signal management, and quality-related
aspects, such as audits and SOPs

elaboration. She is also a trained auditor
with ISO 9001:2015, is fully XEVMPD
trained and has extensive knowledge
around Medical Device Regulation.




The context for change.

Whatever investment pharma companies

have already made in their pharmacovigilance
capabilities, one thing is certain — the volume of
work will only continue to increase. This leaves
many organizations with a critical decision

to make: should they continue with existing
systems and processes that aren’'t up to scratch
— or should they do what it takes now to address
quality and performance issues by changing
provider and establishing a better system?

Having witnessed rst-hand a number of
critical issues that pharma companies

have experienced with existing, inadequate
capabilities, we've looked more closely at
recurring problems and the common barriers
that prevent organizations from addressing
them in a de nitive way; in fact, it has led us to
develop a whole raft of supporting materials
to walk companies through their options.

An annual survey that we rst conducted in
mid-2020 has further con rmed that pharma
organizations — from the very largest global
players down to the smallest start-ups — are
struggling with data quality and completeness,
as well as the speed of turnaround of

reliable reports.

They are spending a great deal of money

on pharmacovigilance, but return on investment
appears to be lacking. Over-reliance on
far-shore outsourcing, and a lack of investment
in intelligent process automation are hampering
their efforts and as workloads and time
pressures continue to grow, the situation

is becoming unsustainable.

As con rmed by our most recent survey,
conducted in the late summer of 2021,

the COVID-19 pandemic has magni ed many
of the issues with PV performance while
delaying process transformation/automation.

These two factors are now refocusing

PV leaders’ attention, causing them to review
their current capabilities afresh and weigh up
their options going forward.

This two-part guide is designed to discuss
and address the perceived issues linked to
PV system transfer, as pharma companies
take stock of their current PV provision and
assess alternative capabilities. It deals with
common fears linked to swapping providers,
and provides practical advice to ensure
successful transition.




Part one: Pharmacovigilance system transfer.

How to know when it’s time for a PV rethink.

Hindsight is a wonderful thing, yet all too often
pharma companies succumb to attractively
low pricing to arrive at their current PV system/
service, particularly in view of the high and
continuously increasing volumes of work that
must be processed.

But over time it becomes apparent that cheap
guantity processing often ends-up more
expensive through reworking and remediation,
not to mention reputational damage, nes,
audit and inspection ndings.

Errors or gaps in reports may occur, creating

reliability issues and a need for follow-up work.

Prices may creep up over time too, while
team changes or a project handover to less
experienced staff can gradually erode the
good relationships established at the start.

Common issues to look out for include:
Overcharging/price creep/changes to the
charging model.

Quality fears — e.g. that PV activities are not
inspection-ready.

A lack of responsiveness.

A change of team or drop-off in perceived
interest/attention by the supplier, which
destabilizes the service.

Diminishing trust or peace of mind with the
current supplier.

Recognizing the tipping point.

While inertia often remains the preferred
option, versus the pain of making a
change, there will come a point when
something has to give. Typically this
realization is cumulative, leading to an
acceptance that things can't continue as
they are.

Warning signs include:

Unacceptably high levels of corrective
and preventive actions (CAPAS), or
absence of CAPAs — this may be an
indication of lack of quality mindset.
Inspection failure, or error-induced
warnings.

Excessive perceived risk of
non-compliance.

Budgetary concerns/inability to

con dently predict costs.

”



Five common fears linked to PV transfer.

A change of PV provision will trigger an inspection

Although companies are duty-bound to notify
authorities of a PV system transfer, not least
because this will typically mean a change of

quali ed person (QPPV), this in itself is nothing

to be concerned about.

Usually, inspection calendars are set by
authorities using a risk-based approach.
This takes into consideration several factors,
such as size of portfolio, sales numbers,
non-compliance history, acquisitions/merging
with other companies, previous inspections
outcomes and recent changes to QPPV
and/or pharmacovigilance master le (PSMF)
location. Therefore, unless the organization
is continuously making changes to its PV
activities, or has a history of non-compliance,
there is no reason to fear that auditors will
start to interfere or ask di cult questions.

If a company’s main objectives for making

the change include improving the quality and
auditability of the PV system, then this should
inspire more rather than less con dence from

an agency perspective. It shows that the
marketing authorization holder (MAH) is being
proactive and investing in PV improvement.
Compared to the risk of not doing anything,
the risk of an inspection and what that

might bring is relatively small. Continuous
non-compliance is much more likely to trigger
an inspection.

To contain this risk, MAHs need to simply
ensure that they pay attention to detail,

work through the recommended steps (see
13 tips below) and document every decision
and action. All of this should help to satisfy
any queries from the authorities. Engaging

a trusted partner, developing a clear plan
and building robust evidence that everything
has been done correctly is the most effective
way to mitigate any risk.

And remember, in many cases there won't
even be an inspection.

>>
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Transferring the PV

system could lead
to a loss of business
continuity.

Some MAHs may fear that during the
PV transfer some activities might stop

or be disrupted. This is relatively easy to

address with a strong plan — including
contingencies, clear communications
and a phased approach to moving
things across.

Agreeing the dates on which activities
will stop and start is vital, to ensure that
the transition does not interrupt critical
PV activities. Good communication with
both the old and new provider is critical
to ensure that any potential issues are
foreseen and planned for, and that the
setup of new account and login details
is resolved in plenty of time.

Risk of PV data loss.

Linked to the point above, data loss or
corruption is a common fear with any
transfer of information from one system
or service provider to another, especially
if the data sits on a physical server at the
former provider. But, again, this situation
should be straightforward to prepare

for. The key here is for MAHSs to play an
active role as the bridge between the
existing and new provider, to ensure that
everything transitions smoothly and that
backup plans are in place.

It is essential to set up formal

handover plans and meetings, and to
prepare and share ample documentation,
including comprehensive checkilists.

If MAHSs are formally involved, this will help
to ensure clarity around what's needed
and maintain goodwill between all parties
through continuous communication

and co-operation.

High costs: the time

and expense incurred in
making the transition.

Given that many companies switch PV
providers in order to address issues of
poor quality and under-delivery, avoiding
the same mistakes a second time round
requires a realization that time and budget
invested up front will pay dividends in the
long term.

A seamless transition will take time, and
there will be set-up fees, but over time a
superior service will be more cost-effective
to run and will cope better with increasing
workloads — especially if the new
provider is ahead of the game in its use
of intelligent automation. Indeed, future-
proo ng should be an inherent part of the
goals for the transition, so companies
should avoid cutting any corners in their
keenness to migrate quickly.

Spending a bit more time and budget up
front to set the company up for the next
5-10 years of reliable PV delivery will be

well worth it.



Loss of oversight

and control.

In some cases, especially if in-house PV is
moving externally for the rst time, there
may be concerns about a potential loss of
oversight and control. Strong, continuous
lines of communication are essential

here. Use of formal governance meetings,
setting expectations and determining
what'’s viable up front all have an important
part to play, and advanced digital
channels/client portals make that easier
than ever today.

Identifying the right partner — one that
understands the company'’s particular
challenges and concerns, and which can
adapt to speci ¢ requests — will be critical,
so a provider should be sought that can
supply the required exibility.

( Part one.

Conclusion.

Transferring PV provider may involve substantial planing and preparation but accepting
and agreeing the need to act is often the hardest @art of the battle and the results
of transferring will be well worth it.

Beyond increased peace of mind that your pharmacoviglance system is up to scratch
and ‘inspection-ready’, making a decisive move tomprove your PV capabilities can
furnish other bene ts. These include higher-quality information, greater transparency
into ongoing performance, and value-added insightsthat are captured in the more
comprehensive and reliable data now being processed

In the end, especially given the ever-increasing volume of PV da ta and the tightening
requirements of global regulators, it is better to make the tra nsition sooner rather
than later: the risks involved in a PV transition are rarely as daunting as they seem.



Part two: A 13-point action plan for
successful PV system transfer.

From decision to action: change control.

From an auditing perspective, complete documentatian is required, so once the decision has
been taken to switch provider/transfer PV activity to another system, formal steps need to be
taken and recorded in a quality management system QMS).

This step is about breaking down the proposed chang into speci cs about what is going to
happen, what and who will be affected, and what thevarious implications will be.

Starting the search for a new PV provider/partner.

Research may start with Google, networking with conacts, or following up recommendations,
but the aim here is to make a list of potential providers to approach. A pre-quali cation
guestionnaire/quotation request will help tease outthe critical attributes and ensure that any
shortlisted companies are able to ful | the main needs and expectations (especially above and
beyond services that have previously fallen short).

Vetting the preferred options.

Whatever circumstances have led up to the
decision to transfer PV activities, a MAH
should leave no stone unturned before
signing a new provider contract.

QPPV quali cation and approval and
a provider audit should be part of the
deeper vetting process before any de nitive
commitment is made by either party.

The audit will help to ensure that

the new provider complies with the
company’s minimum needs, including
any capabilities that were not ful lled
in previous arrangements, but which

are important now.



Establishing respective responsibilities.

Once the right provider has been identi ed, it's tine to enter a commercial contract — setting
down the parameters of the relationship, relative esponsibilities and commitments, pricing and
sta ng considerations, and any other terms and cond itions.

The responsibility assignment matrix, also known asa RACI matrix, offers a powerful framework
for locking down each task, milestone or key decisbn involved in delivering a project. Speci cally,
it assigns which roles areresponsible for each action item, which individuals areaccountable,
and — where applicable — who should beconsulted or informed . This gives essential clarity and
will help prevent people passing the buck if thingsgo awry.

Pre-set up phase.

As a continuation of the allocation of responsibilities, it's important to set some ground rules and
establish how things will be implemented.

For instance, who will get involved at different ponts and at what level, and what degree

of exibility might be needed? Is the expectation that service provider standard operating
procedures (SOPs) will be always followed to the Iter, or should there be scope for some
variation — and, if so, under what conditions? Simiarly, what degree of autonomy will the QPPV
have? And who will be the key contacts?

Again, all of this should be agreed and set down famally in advance, to avoid issues later.

( Part two.

@ Moving from the technical
contract to the speci cs of
the PV agreement.

As would occur with other business
partners, the MAH and the service provider
need to prepare and sign a speci ¢ PV
agreement (also known as SDEAs — Safety
Data Exchange Agreements).

This con rms the responsibilities of each
party, pinning down what information
needs to be captured, how it will all
happen, and the speci cs of delivery,

reporting etc.
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Training.

Identifying any training needs, in order to bring geryone onto the same page for the MAH’s
particular requirements will be an important part of the transition and will maximize the chance
of getting everything right from the start.

It will be important to make particular provision for:
a) Any QPPV training applicable concerning the MAKH’'SOPs.
b) Team product training.

Handover meeting with previous QPPV/PV provider.

Once the groundwork has been done, it is time to iitiate the transition, beginning with essential
handover meetings with the previous responsible teamand the new QPPV/PV provider.

As mentioned above, it's important that the MAH pla/s a key role in smoothing this interaction
and ensuring that the new provider is given everythig needed to take over the PV responsibilities
seamlessly. The transfer of PV documents should bean integral part of this transition phase.

@ PSMF elaboration & approval.

Any updating of the Pharmacovigilance
System Master File (PSMF) — the modular
document containing all the details

of the PV system — should come next,
paving the way for the new QPPV/

PV provider to be made o cial with

the authorities.

Formal registrations.

While handover activities are taking place,
the MAH and new QPPV/PV provider can
start to formally register the new set-up
with the authorities. This will involve:

QPPV registration via the EMA's
EudraVigilance (EV) system.

Module 1.8.1 / PSMF summary (only
signed after the pharmacovigilance
technical contract and PSMF are
nalized and signed).

Changing the QPPV details/ PSMF

location on XEVMPD.



Database set-up & migration.

The set-up and migration of the safety database isa signi cant undertaking in its own right.
This requires meticulous planning, including consicerations such as whether a new gateway
connection will be required.

It also needs comprehensive provision for testing, mgration support and report elaboration
to make sure all data are correctly migrated from the source database to the target database.

Set-up activities.

Each activity needs to be described in detail, in tans of assigned responsibilities, primary
contacts, etc. These activities will include:

Local PV set-up. , Periodic Safety Update Report (PSUR)

. ICSR provision. planning.
., Global Literature Monitoring (GLM). , Riskmanagement planning
. o & minimization measures
Signal monitoring.
» 9 9 (RMPS/RMMS).

Agree the go-live date.

Only once all these steps have been covered should the MAH and the outgo ing and incoming
providers agree on the go-live date for the transferred PV operat ions.

( Part two.

Conclusion.

What may sound like a great deal of
planning and preparation will be well
worth it in the long run.

Above all, you will be glad you made the
transition sooner rather than later, given
the sharp upward trend in PV data and the
increasingly stringent requirements of
regulatory authorities around the world.
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