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Executive Summary

Understanding the Specifics: Where the Interstections Are Happening

The push by regulatory authorities—particularly those in
Europe—to harmonise processes and perform centralised
oversight of regulated activities is starting to influence the
way companies manage their own activities. Companies are
recognising more and more that data has to be consistent
across the enterprise, that it needs to be accessible to all
relevant functions, and that collaboration both internally
and externally must improve.

The era of functional silos within pharmaceutical research and development (R&D) is over. Not only must
information flow more seamlessly across the enterprise so the company can respond to regulatory and business
pressures, but in some parts of the business, interdependencies have become integral to managing multiple
activities. That integration is perhaps most evident in regulatory and pharmacovigilance, where an increasing
number of documents, directives, and procedures across the pharmaceutical life cycle have sizable overlaps.

Yet at many organisations, much remains to be done
to achieve true cross-functional collaboration. Such
collaboration becomes particularly important in
the relationship between the regulatory affairs and
pharmacovigilance functions, where so much product
information intersects and where the lines of separation are
blurring—especially from the regulators’ point of view. Dr.
Markus Dehnhardt of ProductLife Group says that in Europe
in the future, it is likely there will be greater harmonisation of
both product authorisation and product safety information—
all of it overseen by the European Medicines Agency—
thereby giving regulators an overview of all marketing
authorisations. Others say more so-called conditional
approvals could also serve to increase collaboration between
departments.

In a two-part series published in respected industry journal Pharmind, Dr. Markus Dehnhardt of ProductLife Group
and Dr. Boris Thurisch of the German Pharmaceutical Industry Association (Bundesverband der Pharmazeutischen
Industrie) explored nine areas where the two groups increasingly intersect. A further significant driver of the move
to integration is the development of the all-encompassing new standard: the Identification of Medicinal Products
(IDMP).
The purpose of this white paper is to explore the causes, effects, and practicalities of the intersections between
regulatory and pharmacovigilance—and, indeed, with other parts of the R&D life cycle—but it is important to first
set the stage with an understanding of some of the specifics.
1. The first area is the pharmacovigilance system master file (PSMF), which details the way a company
monitors a product’s safety. Although the PSMF is largely the responsibility of pharmacovigilance (PV),
information about the qualified person for pharmacovigilance (QPPV) and the summary description of
the PV system is generally communicated to the regulatory authority by regulatory affairs.
2. The risk management plan (RMP) includes an overview of studies being conducted or planned and
patient exposure data. The RMP requires frequent updates, so tracking is necessary. The tracking usually
is managed by regulatory, and the exchange of information between regulatory and pharmacovigilance
makes it advisable for the two to have close collaboration.

Harmonisation and centralisation benefit companies and
regulators alike because they simplify regulatory and
safety oversight and result in better portfolio-life-cycle
management. Achieving them will require a more integrated
mind-set on the parts of companies—for example, by
bringing different departments under a single, unified
governance structure.

3. The safety-related parts of the proposed summary of product characteristics (SmPC) and the patient
information leaflet (PIL) come from preclinical and clinical studies, and they have to be communicated
from the medical department to PV and from PV to regulatory. Generally, product teams, wherein medical
PV and regulatory affairs are represented, are in place for such activities.

Experts discuss here the interdependencies that are leading
to greater integration between different functions; they
cover the regulatory and commercial drivers for bringing
departments closer together; and they review the changes
taking place within companies.

5. Periodic Safety Update Reports (PSURs) provide an evaluation of a medicine’s risk-benefit balance.
To minimise duplication and improve efficiency during the preparation and review of PSURs and other
documents, it is recommended that they be linked to a product’s RMP and that common content of
particular sections should, when appropriate, be used interchangeably. The QPPV receives the assessment
reports and correspondence from the health authorities, and under some procedures and in some regions,
regulatory affairs, too, can receive assessment reports from the authorities. The reports need to go to the
QPPV, and the submission is generally handled by regulatory.

4. The approved product information such as for an SmPC and a PIL gets evaluated during marketing
authorisation procedures. Again, marketing authorisation and product launch date must be available to
the QPPV, meaning that regulatory affairs must make information available.

6. Variations as part of routine regulatory affairs activities can result from PV requests, some of which
arise because of altered risk-benefit assessments or new scientific data. As such, close collaboration with
regulatory and PV is required.
7. A renewal of the marketing authorisation is submitted by regulatory affairs, but PV must be informed
to ensure the inclusion of any updates. Because of the duplication of information in a number of
documents—such as PSURs, the RMP, and the PSMF—it can be difficult to coordinate processes. Therefore,
a cross-departmental renewal process that includes the defining of responsibilities is recommended.
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8. Overall responsibility for the eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) is with
the marketing application holder, but it is normally taken care of by the QPPV. Ensuring that processes
for identifying product information, collecting it, verifying it, and loading it onto the XEVMPD are in place
requires harmonious synchronisation between regulatory and PV.

Ideally, regulatory and safety should be working together on all activities far more, says Dr. Anne-Cecile Laborie
of Ipsen Pharma. “From planning activities to planning tools, to having processes built together, we need to have
common ways of working and not separate entities,” she says.

9. Referral procedures can result in a number of possible consequences, such as a request for product
information updates, urgent safety restrictions (USRs), or a request for postauthorisation safety studies
or postauthorisation efficacy studies. A USR may trigger a dear-doctor letter, or a dear-doctor letter
could trigger a referral, so the accountability and responsibility between regulatory and PV have to be
considered. As a result, a cross-departmental process that clarifies responsibilities should be established.

That need for common ways of working becomes all the more critical with the IDMP, Marr says. “The IDMP
in conjunction with the ICSR [Individual Case Safety Report] will require data that is exact; it is the IDMP data
you have registered and used in the ICSR for the products involved—not just yours but also other companies’
products,” he says. “Having so many different reporting routes—the XEVMPD, current ICSR, pharmacovigilance
documents, et cetera—means companies, while compliant in all processes, aren’t necessarily consistent.”

The standard that will require the industry to vastly improve its interconnections between departments is the
IDMP, which will be used for a wide range of regulatory purposes and beyond. The IDMP pushes deep into PV
and encompasses aspects of manufacturing, technical operations, and chemistry, manufacturing, and control
regulatory.

Exploring Roles and Intersections
Dr. Erick Gaussens of ProductLife Group says the core roles and functions across regulatory and pharmacovigilance
have extensive and continuous overlaps, and therefore closer collaboration and stricter consistency in managing
data and procedures are vitally important. At a high level, Gaussens says, regulatory has three main roles: to
provide health authorities with the documents and data needed to assess a product, to represent the company
in all dealings with health authorities, and to preempt and respond to potential issues that could result in any
kind of sanction by regulatory authorities.

Figure 1. PV Input into IDMP (click to enlarge)

EudraCT, EudraVigilance
registraon, naming
responsible person
Phase I

Dr. Rudi Scheerlinck of Basilea Pharmaceutica says there are many areas where the two roles overlap. “Maintenance
of the product dictionary electronic submissions, certain annexes for the RMP, and certain activities that need
to be included in the PSUR—whether a benefit risk or a developmental safety update report—have historically
been areas that can be managed by either regulatory or pharmacovigilance, but you need to agree on who will be
responsible,” Scheerlinck says.
There might be a tendency among those in regulatory to focus purely on requirements specific to their function,
and among those in safety to think only of safety-related issues, but the sharing of information and the acquisition
of a better understanding of what colleagues in other departments do can only benefit the business. A different
perspective makes it easier to see what processes need to be established, what information needs to be provided,
and how the information flow will be handled, Dehnhardt says. “The centralisation taking place at the [European
Union (EU)] level also needs central management at the company level,” he says.
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The roles of pharmacovigilance are to continually assess products’ safety and make sure all safety data and
analyses are available to all internal parties, to understand and actively support the QPPV function such as
by ensuring safety knowledge is managed and shared across the product life cycle and by dealing with the
authorities on all safety issues, and to provide regulatory with data and documentation that support submissions
and communications to the authorities. Other responsibilities include signal detection and proposed updates to
the company core safety information.
Traditionally, the two groups worked independently—interacting only when problems arose—but the increased
provision of data about products, pharmacovigilance’s regulatory responsibility to report data, and the use of that
data in pharmacovigilance documents have led to dependencies, says Dr. Andrew Marr of Marr Consultancy. “For
example, the responsibility for reporting about all products on the market—the XEVMPD—is defined as being the
QPPV, but in practice, most companies handle the XEMPVD from their regulatory departments,” Marr says. “But if
it’s not done, it’s the QPPV who will face the wrath of the authorities. The QPPV has legal responsibility.”
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All for One: Building Greater Unity across Departments
In many other industries, the focus has long been on the product regardless of department or function, says
Chantal Bernardeau-Coeuru of Pierre Fabre Laboratories. “When I joined the pharma industry, it was a surprise
how siloed each department was,” she says. “Over the past 10 years, companies have begun recognising that
departments have to work together; but we still need to change our processes and work more collaboratively.”
Gaussens predicts that the industry will ultimately create a new function or department that merges regulatory
and pharmacovigilance activities while continuing to employ people with skill sets specific to regulatory and PV.
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The focus of such a department would be on building broader coordination of interactions with both the
health authorities and patient organisations, he says. Marr says more and more organisations are putting
pharmacovigilance and regulatory in the same reporting structure, reporting to the same head of department or
division. “Traditionally, PV would be sitting in the clinical organisation, but these days, it’s more likely to be
in a hybrid organisation with regulatory and other areas of the business,” he says.
Dr. Rüdiger Faust of Grünenthal says that for the past 10 years, Grünenthal had a single unit consisting of
regulatory and safety and that the unit reported to one unit head. “But we have now switched from a narrow,
document-reporting style to an approach that addresses all international requirements,” Faust says. “We have
adapted processes that allow sharing of information across departments.”
In that environment, safety routinely requests information from the registration database—for example,
information about licences held globally, including with partners. Regulatory checks all actions taken for safety
reasons, and safety ensures regulatory is informed about any data that might trigger a label change. Both
functions are members of product-specific teams that meet on a regular basis to exchange important information.
Basilea Pharmaceutica International is another small pharma company with close links between regulatory and
pharmacovigilance. Scheerlinck says both departments are part of the clinical development management team,
and because they also work closely together at the product level, they have frequent interactions.
Regulatory and pharmacovigilance at Teva worked together to create joint standard operating procedures and
processes, says Dr. Klaudija Marijanović Barać of Teva. “These procedures were first implemented in Europe, and
the QPPV was the connection; after that, we established communication with the rest of the world,” she says.
“We continue to have regular meetings to improve processes.”
Experts say that having a shared way to name products would make sense, especially in light of the IDMP, but
often PV and regulatory come together only on a topic-by-topic basis. For example, the sharing might include
a formal way for regulatory and pharmacovigilance to insert input into the PSUR schedule across corporate
headquarters and countries. Laborie, however, says that to her way of thinking, this is not a common way of
working because the PV mind-set is still PV, and the regulatory mind-set is still regulatory. Rather, it’s a way of
working in parallel.
A pharmacovigilance/regulatory team structure is also common practice at a number of large pharma companies.
Scheerlinck says that some large pharma companies years ago already had monthly meetings between regulatory
and PV—in addition to product-life-cycle teams on which both departments were represented. For example,
with blockbuster compounds, larger companies often had teams responsible for regulatory and PV for products
working side by side, together with other product team members. Other, midsize companies had regulatory and
safety reporting to the same department head and working at the same location.
Scheerlinck says that it might indeed be necessary to tailor the structure to the size of the organisation. In very
small companies such as start-ups or affiliates, the same person can be in charge of regulatory and PV or PV and
medical affairs/information. Scheerlinck adds that the larger the company, the more likely there will be a need to
have two different departments, each with its subspecialties; this is then typically managed by product-life-cycle
teams that, ideally, are empowered to have the same dynamics as in very small companies. In Scheerlinck’s view,
an option in large pharma might be to offer secondment or job rotations whereby PV and regulatory gain a better
understanding of each other and can then use the arrangement to the advantage of the organisation.
For a global company like Teva, having processes in place at headquarters was the priority, followed by a concerted
effort to reach out to affiliate companies. “Pharmacovigilance is invited to regulatory annual global or regional
meetings. Also, local safety officers began connecting with heads of regulatory departments in each country to
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share their experiences at our annual pharmacovigilance meetings,” Marijanović Barać says. “It’s essential that
global strategies be included. We need to connect with the affiliates, plan well, and be aware that if a guideline
gets implemented in Europe—particularly around RMPs—it could affect other regions.”
To mitigate problems, Teva maintains that the RMP group needs to have an overview of RMPs worldwide; and
for that to happen, it is vital to have good, open communication with regulatory affairs. “The RMP is owned
by pharmacovigilance, but regulatory affairs communicates with the authorities, so to plan well and fulfil our
obligations, we need to connect with regulatory affairs and have good procedures or working instructions,”
Marijanović Barać says. “Increasingly, this is what the authorities are expecting companies to do.”

Cause and Effect: What Is Driving the Need for Stronger Intersections?
Gaussens points to a steady push by patients, regulators, and, indeed, governments to take a holistic approach to
managing products in terms of safety, efficacy, value for money, adaptability, and so on. Inspectors, for example,
look for data outside of pharmacovigilance when conducting an inspection and look particularly for data in
regulatory.
Marr says regulators have long wanted to get information as data rather than as documents, and at the moment,
the challenge is, how do you provide traceability through to the document and then have confidence the
document will be in line with the data? Currently, regulators are getting different pieces of information depending
on the reporting route, which is adding to their workload, Marr says. “Their purpose with the IDMP is to look at
how pharmacovigilance uses regulatory data. This is something that has to be done for the ICSR, so the goal is to
ensure they’re getting consistent information and reporting it in a consistent way with all the other routes,” he says.
Dehnhardt says the authorities are driven by the goal of better central management of product information
within Europe, and to do that, they require centralised processes. “One overview the EMA [European Medicines
Agency] wanted to have involves the types and numbers of products on the market, and now they have that with
XEVMPD,” he says. “Next, they want to centralise the management of product safety, which they are seeking to
do by centralising the submission of PSURs through the establishment of the pharmacovigilance risk assessment
committee and through other approaches such as having patient portals for patients to report safety issues.”
As regulators start to make use of the data in the XEVMPD, close collaboration between regulatory and
pharmacovigilance becomes all the more crucial. For example, EudraVigilance data is being used for signal
management and potentially also for the PSUR assessment procedure, as well as for determining annual XEVMPD
pharmacovigilance fees.
“We are currently adapting new processes that will enable us to know when the agency has requested information
from the QPPV—and the kind of information it has requested—which enables regulatory affairs to verify and
validate the information provided by the EMA,” Faust says, adding that the Pharmacovigilance Risk Assessment
Committee, a new EMA committee responsible for assessing and monitoring safety issues for human medicines,
directs its request to the QPPV. “Our view is that one department depends on the other.” The fact is that safety can
report information only if regulatory affairs has maintained the right information in the EudraVigilance database,
and that underscores the need for collaboration and clearly defined roles and responsibilities.
Consistent information, delivered at the same time in different formats, also necessitates a collaborative approach.
“If a company decides to update the company core safety information or the company core data sheet, there
needs to be a system in place to provide assurance that the change will be reflected consistently in documents
like investigator brochures, informed consent, and SmPCs, as well as in information on company Web sites,”
Scheerlinck says.
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Bernardeau-Coeuru warns that separate databases used by regulatory and pharmacovigilance for product
information will result in information that gets recorded differently; rather, there needs to be a single, central
way of capturing data, with collaboration between the two departments on how the data gets recorded. “The
regulators will use that information more frequently,” she says. “At the moment, they’re using information about
the product to assess pharmacovigilance fees, and later, they will use the data for medicinal dictionaries.”
Regulatory and PV need to be using the same tools or connected tools, Laborie says. “The IDMP code will be
used in pharmacovigilance ICSR submissions in the coming years, and if companies are going to manage this
efficiently, regulatory needs to understand how PV is going to submit, and PV needs to understand how regulatory
is preparing the codes,” she says. The same is true of dictionaries, she says. “Because the XEVMPD is already a
requirement, regulatory has become knowledgeable about XEVMPD codes, but for IDMP, contraindications and
other safety information will be coded using the Medical Dictionary for Regulatory Activities [MedDRA]. At the
moment, regulatory is not knowledgeable about MedDRA, but PV is,” she says. “Ideally, the correct information
will be held in a single database; it doesn’t make sense to have information in one database and copy that to
another. Inevitably, one or both will be incorrect. Having a single database or one with automated transfers will
be invaluable for all requirements.”

Figure 2. Relationship between XEVMPD and IDMP (click to enlarge)
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At Grünenthal until about 10 years ago, safety was responsible for submitting PSURs. With the move to bring the
departments under one umbrella, regulatory affairs became responsible for tracking PSUR submission deadlines,
for informing safety about upcoming submissions, and for submitting to the competent authority. The change has
resulted in two distinct advantages, Faust says. First, safety writes the PSUR and regulatory submits it, which has
forced the two groups to work collaboratively and to commit to a single goal, which is submission compliance.
Second, having regulatory responsible for submission ensures knowledge of the PSUR and its content and makes
follow-up simpler. “Also stemming from changing responsibilities around the PSUR, regulatory affairs became
responsible for maintaining the company core safety data sheet, whereas safety is responsible for the core safety
information,” Faust says. “That means that any changes to the core safety information will affect the company core
data sheet, requiring regulatory and safety to work closely together to drive the process.”
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One way that can be achieved is through a strategic approach to regulatory information management (RIM).
In its comprehensive 2014 industry survey entitled Next Generation Regulatory Information Management and
Intelligence: Strategy, Investments, and Status, Gens & Associates finds a growing interest in leveraging processes
and systems across divisions. Asked to describe their RIM strategy, 40% of surveyed companies described it as a
comprehensive RIM strategy including other functions and key third-party partners. Furthermore, in recognition
that pharmacovigilance should be an integral part of any RIM strategy, 70% of surveyed companies either are in
the process of improving their RIM capabilities around safety reporting or plan to do so in the next two years.
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Guidelines that require different functions to work together are ultimately to the benefit of industry, BernardeauCoeuru says. “In the past, the pharma industry didn’t worry about harmonising its processes, because it was a
wealthy industry; but now, to get better returns from a product, companies must improve processes and create
efficiencies,” she says. “But the more that regulatory obligations require us to work together, the better it will be
for the business, because it will drive improved productivity. We will become like other industries: required to
use the same tools and processes, which in turn will ensure all teams work together.”

The roles of regulatory and pharmacovigilance are often seen as fixed. But changes in recent years have proved
that that’s not the case.

SAME
Specified
Substance

Scheerlinck says that having a combined approach by regulatory and pharmacovigilance to, for example,
preparation of a submission or a product launch could help companies respond to country-specific requests more
efficiently. “For example, if a country were to stipulate—or is likely to stipulate—that it would grant marketing
approval only if the company repeats some or all of its risk management studies in that country, that could add
significant cost to the development of the product,” Scheerlinck says. “In that case, taking a holistic approach lets
all departments provide input that is valuable from a business impact perspective.”

Interdependencies in Practice: Expanding Roles

Clinical
Particulars

NEW
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From an industry point of view, greater collaboration and coordination around processes make sense given the
emphasis on extending and expanding the life of a product—for example, through new indications or drug-device
combinations. Effective portfolio management by definition requires managing data across the enterprise.

Marijanović Barać says communication between regulatory and pharmacovigilance is a daily occurrence, be it for
RMPs, PSURs, or any other document or regulation. “All communications surrounding R&D go through regulatory
affairs,” she says. “They provide us with all of the information about the product being submitted, and we work
intrinsically with them to prepare RMPs as part of the dossier.”
Scheerlinck says his experience is that most companies now have product-life-cycle teams, with representatives
from PV and regulatory who fine-tune the overall global product strategy. That team approach can be used to help
ensure that other departments aren’t left feeling that changes—for example, adaptation of a process or system
due to new regulations—are being imposed on them. Also, at a higher managerial level, an interactive approach
is very useful when a PV system is changing by expanding more and more beyond the PV department.

Breaking Down Barriers: Challenges to Collaboration
Working together is no longer optional, Bernardeau-Coeuru says, adding that the challenge will be to make
sure the different processes and procedures across each department are clearly aligned, that the tools used
by each department connect with one another, and that the dictionaries regulatory and pharmacovigilance
use are consistent.
www.productlifegroup.com
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One of the biggest hurdles to managing and to effective intersections is the job of making sure that messages and
information from stakeholders, such as authorities or affiliates, get passed on accurately and in full. To ensure the
message gets transmitted right, it’s important to build strong teams that are accustomed to working together so
each knows what to expect.
Scheerlinck says companies struggling to unite the two groups might be, for instance, those that are organised
regionally—in other words, companies with separate operating groups in different regions, such as the United
States, Europe, and rest of the world. “To my mind, European PV regulations are the most demanding and farreaching, and EU regulators want a company to have a view of things going on outside Europe; or an EU risk
minimisation requirement might be applicable outside Europe. But for regionally organised companies, this can
be more difficult because it requires convincing people in those other regions and units to provide the necessary
information,” he says.
A complexity—particularly for smaller companies—can involve the unblinding of Individual Case Safety Reports
from ongoing double-blind studies, Scheerlinck says. “Some reports require unblinding by PV while maintaining
the blind for staff involved in the analysis of the study,” he says. “The smaller a company, the more one might need
to take this into consideration; but typically, regulatory staff would not be involved in the analysis of blinded data.”
Continuous changes to guidelines present another challenge. “It takes time to adjust to new guidelines, and my
experience is that internal adaptation is easier than external because of changes in guidelines and changes to
policies and changes at the agencies,” Marijanović Barać says.
Continuity and consistency remain concerns. Marr says that whereas some companies
have projects in place that will align the ICSR and the IDMP, others see the two as separate.
“That worries me, because it means they are perpetuating a lack of connectivity,” he says.
Marr maintains that companies should have three objectives with the IDMP: to deliver what
regulators require, to feed the ICSR process through the delivery of that same information
internally, and to find ways of managing the information and gaining value from it, not just
in regulatory but also in other functions.
Good communication becomes even more important as regulatory authorities worldwide
become more open and more collaborative with one another and as they communicate
more frequently with companies by sending what Faust calls unplanned authority
requests. “A planned communication would be the expected response—whether positive
or negative—from the submission of, say, a PSUR or a label variation,” he says. “But if
an authority communicates with us about something not anticipated, we call this an
unplanned authority request. We capture that information, ensure it gets communicated
to safety—and especially the QPPV—and track it to ensure we have provided a response
for the authorities. This has become standard practice in the industry.”

“Whether a
company is
big or small,
communication
between people
is imperative and
will affect the
collaboration—at
a managerial level
as well as at a
product level.”
~ Rudi Scheerlinck, MD

Managing Changing Relationship Dynamics
Experts note that the ways a smaller or midsize company manages its intersections and collaborations are
inevitably different from the ways a larger company does—and likely less complicated. “How a top 10 pharma
company manages its intersections won’t necessarily make sense for a start-up company,” Scheerlinck says.
“The bigger the company, the more it is in its interest to automate processes and ensure consistency across
departments worldwide.” However, he adds, the same principles apply. “After thinking about and clearly
communicating what is needed and the options available, and taking into account what worked well and what
didn’t work, and anticipating the company’s future, the team should then come up with tailored approaches that
are workable and that include clearly defined owners for the different tasks.”
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Scheerlinck adds that without clear ownership, followthrough is unlikely. But whether the owner of the data is
in safety or in regulatory depends on the company and
the specific situation. “Whether a company is big or small,
communication between people is imperative and will
affect the collaboration—at a managerial level as well as
at a product level.”

Figure 3. Breaking Down Silos

Marijanović Barać concurs, noting that goodwill, openness,
honesty, and willingness to collaborate are essential.
“Sometimes problems arise during an acquisition or if people
you’re used to working with leave and you’re required to
make new connections,” she says. “But as long as procedures
are well established, the job is easier.”

Pharmaceucal
Development
and Quality

Regulatory Affairs
and Operaons

Pharmacovigilance
and Safety

“Even in an environment driven by company objectives,
there will be conflicting activities wherein each department
will be committed to first do what is needed to achieve
its objectives; and that might be true across companies,”
Scheerlinck says. “But we have good discussions on who will do what and define ownership.”
Faust says that for companies accustomed to working in separate departments, the most effective way to improve
collaboration is to have someone as a bridge builder in place. “It’s very important to have key people in place
to build bridges, communicate with people across departmental silos, and act as role models by generating
collaborative ideas and living the cooperation,” he says.
Laborie and Bernardeau-Coeuru say the collaboration must extend beyond regulatory and pharmacovigilance
to include clinical, development, manufacturing, and marketing. “The documents belong mostly to regulatory,
but many functions have to provide information for regulatory for those documents,” Bernardeau-Coeuru says.
“We have to work more closely with all departments.”
The way information gets shared is also vital to improving interdepartmental
communication. Ideally there should be just one document management solution
for capturing data, with everyone accessing the same document from a single source.
Faust describes it as a company information management system that extends beyond
regulatory. This will become all the more critical with the IDMP as regulators look for
information beyond regulatory.
A comprehensive and strategic RIM approach has the potential to be the glue that
binds all R&D information—regulatory, safety, clinical, manufacturing, and marketing—
and that allows relevant data to be used by all stakeholders as and when needed.
As a strategic approach, RIM is not simply a solution; it’s also about processes and
governance, and it encompasses far more than regulatory data: rather, companywide
data about the product portfolio. RIM is the critical milestone on the path to a company
or corporate information management system because a pharmaceutical company’s
critical asset of value is its core intellectual property: the information it has about
its products.

www.productlifegroup.com

“The documents
belong mostly to
regulatory, but
many functions
have to provide
information for
regulatory for
those documents.
We have to work
more closely with
all departments.”
~ Chantal BernardeauCoeuru
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The Whole Picture: Breaking Down Barriers and Building
Intersections between Regulatory and Pharmacovigilance

Conclusion: Bringing the Teams Together

Experts

Challenges of course exist in building stronger collaboration between often disparate groups, but the benefits
to be gained are immense. According to Scheerlinck, all of the parties should take time to sit together, really
communicate by explaining what each one needs, and then work out how to best meet those needs based on
a company’s individual character.

Chantal Bernardeau-Coeuru
Project Leader, Information Technology Regulatory Solutions, Pierre Fabre Laboratories

Depending on the individual company’s structure, portfolio, product types, and regions and countries in which
it markets its products, it may make sense to restructure company processes and organisation in order to better
align regulatory and pharmacovigilance. Such a change would require that both departments adopt new ways
of thinking, with (1) greater dialogue and compromise from regulatory and (2) a more holistic approach to safety
from pharmacovigilance.
In the next few years, companies’ biggest challenges—in terms of how their departments collaborate and share
information—will be the IDMP itself and, in particular, maintenance of the IDMP. As such, it’s important that
companies formulate plans to not only meet regulatory requirements but also to enhance the business. This
can be achieved through the integration of infrastructure and processes.

Rüdiger Faust, PhD
Head of Regulatory Intelligence and Regulatory Operations, Global Regulatory Affairs, Grünenthal GmbH
Erick Gaussens, PhD
Chief Scientific Officer, ProductLife Group
Anne-Cecile Laborie, PharmD
Director of Global Regulatory Affairs Resources, Tools, and Processes, Ipsen Pharma SAS

Infrastructure enhancement involves streamlining the life-cycle management of products, supported by centrally
available information through (1) a regulatory life-cycle-management database that is geared to provide
information for PV regularly and (2) a safety database that keeps regulatory informed. Milestones, deadlines,
and routine updates ideally should be built into the system to ensure filings and updates are managed more
cohesively.

Klaudija Marijanović Barać, MD, DPM
Director and Global Risk Management Group Leader, Teva

Process improvements would include (1) preparing people in each department for a new way of working and
(2) putting cross-functional teams in place to improve liaison and information sharing. Also important would be
training, which might involve one team training another team in its processes and in how to meet compliance
requirements. Such training would not only improve interdepartmental understanding but also ensure
information is readily available to all who need it—when they need it.

Rudi Scheerlinck, MD
Head, Global Drug Safety, Basilea Pharmaceutica Ltd.

Collaboration and harmonisation between processes and the ways data gets shared and managed serve
to benefit the larger organisation because data represents far more than submission data or safety data;
rather, it is information that can help drive informed decision making on the portfolio and thereby ultimately
strengthen the business.
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Markus Dehnhardt, PhD
Senior Toxicology and Pharmacovigilance Consultant and Qualified Person for Pharmacovigilance,
ProductLife Group

Andrew Marr, PhD
Managing Director, Marr Consultancy Ltd.

Boris Thurisch, PhD
Head of Pharmacovigilance, German Pharmaceutical Industry Association (Bundesverband
der Pharmazeutischen Industrie)

www.productlifegroup.com
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ProductLife Group is a trusted partner that helps clients stay ahead of the changing R&D landscape.
We provide support across all stages of the product life cycle and have experience in working with
companies in all segments of the life sciences industry.
With an established presence in five European countries, extensive capabilities in key markets, and
more than two decades of serving the industry, ProductLife Group has a solid platform from which to
provide clients a range of services, consulting, and outsourcing solutions. We empower clients to focus
on innovation and business growth strategies and to make strong, informed decisions every step of the
way. What’s more, we wrap it all up with partnership flexibility, for a truly custom experience that helps
clients scale their initiatives cost-effectively.
By leveraging the power of deep domain expertise, relationships, collaboration, and a flexible delivery
framework, ProductLife Group delivers exceptional service to clients. Our goal is to develop long-term
relationships by being responsive and relevant and by consistently delivering value. We cultivate a
trusting, consultative environment and are positioned to operate as an extension of clients’ businesses,
with a shared interest in their long-term success.
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