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Acorn Regulatory

At Acorn Regulatory,
we exist to enable your growth.
Guiding you through the complex maze of regulations,
successfully and efficiently, means one thing to us – that your
life enhancing healthcare innovations are available to people
who need access to them now.
We are passionately committed to delivering first time, on time, every time – because it
matters. Because it means countless more lives improved. Countless more lives saved.

At Acorn Regulatory our team is your team
Our multi-disciplinary team is your team. Our clients have come to value the
benefit of being able to tap into a team of over 50 highly skilled regulatory and
pharmacovigilance professionals.
Since 2002, our team has successfully completed thousands of national and international
assignments for start up’s as well as for the largest and best known companies in the life
sciences sector.

Why Choose Acorn Regulatory?
We consider the relationship with our clients to be a partnership. When you are
successful then we are successful.
We can provide a customised regulatory strategy or a standardised approach. We take
pride in first assessing your needs and then providing the appropriate level of support and
the solution that is necessary to produce a successful outcome for your organisation.
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This Is Who We Are
We are a team
of experienced
regulatory &
pharmacovigilance
experts.

Our team members are all highly qualified and experienced
professionals. We have recruited from industry and health
authorities to assemble a team that can deliver for your
company on every project.
Acorn Regulatory was established in
2002 by Dr. Gemma Robinson who
has over 20 years’ experience of
working with some of the leading
healthcare companies in the world.
Our regulatory team comprises
individuals with considerable
experience in the pharmaceutical
manufacturing sector. They each
have in excess of 15 years at the
highest level in the industry.
Our clinical and pharmacovigilance
team has a diverse range of
experiences that clients can utilise.
Senior members of the team have
experience of managing clinical
trials while others have significant
experience of managing the
pharmacovigilance and clinical
departments at CRO’s.

Our medical devices team comprises
a group of device specialists who
have worked with some of the
world’s leading device companies
and national competent authorities.
They have a vast range of expertise
in all types of devices.
The Acorn Regulatory quality
services team leverages the
expertise of specialists who have
spent their careers leading quality
initiatives for globally known
companies and dynamic small and
medium enterprises.
Acorn Regulatory is an ISO 9001
accredited company.
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This Is What We Do
WHO DO WE WORK WITH?
We assist companies of
all sizes around the world
from SME’s to multinational
pharmaceutical and medical
device manufacturers.
If you would like to find out
more about the companies that
we work with then please get in
touch with us.

WHY CHOOSE ACORN
REGULATORY?
Working with us gives you
access to a team of experienced
specialists with international
experience.
That expertise can help you bring
your products to market in a
shorter timeframe, ensure ongoing
regulatory compliance and avoid
any unnecessary delays or costs that
might impact on your product.

WHAT IS OUR APPROACH?
We embrace every challenge
with a fresh approach. It is
important that we understand
your needs.
That is why we spend time at the
beginning of a project taking the
time to listen to your plans and
understanding them. In doing so,
we are able to bring together the
right team for your project; a team
that is specially chosen to meet your
requirements. This is a team that will
be able to deliver on time and within
budget for your company.
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Our Services

11

12

Acorn Regulatory

Acorn Regulatory

Regulatory Strategy
“ I have worked with Acorn Regulatory on many OTC
campaigns and at this stage have been more than
impressed with the insight and overview that they
brought to each of the campaigns we worked on.
At times debate has been lively but always working
towards the end point to enable work to get done.”
Regulatory Affairs Manager for a Top 10 Pharmaceutical company
headquartered in the USA.

Product Registrations & Maintenance
In an effort to bring products
to market, many companies
underestimate the importance
of a carefully prepared
regulatory strategy.
Understanding the bigger
picture
Our team of experts has considerable
expertise in developing customised
regulatory strategies for companies of
all sizes.
This expertise can help clients to better
understand the ‘bigger picture’ of
manufacturing and supply chain issues
that need to be addressed.

Achieve strategic aims
A carefully planned regulatory strategy
enables companies to achieve global
registrations efficiently.
Irrespective of company size or
product portfolio; it is essential for
any company to create an effective
regulatory strategy. Our team of
regulatory specialists will advise
you and help to devise a practical
regulatory strategy to ensure a
successful outcome for your project.

“ I would like to thank
you for the excellent
support you have
provided us with on
our product. Your
reactivity, efficiency,
professionalism, and
expertise have been
great and highly
appreciated.”
Global Regulatory Affairs
Manager for a Top 5
pharmaceutical firm
headquartered in Europe.

Regulatory Applications

Regulatory Compliance

Our experienced team of regulatory
professionals have worked on many
different regulatory application
types over the years, from national
applications to numerous European
procedures such as MRP, DCP, CAP to
DMF’s and CEP applications.

With increased pressures on profit
margins, regulatory compliance
between registration dossiers and
practices at manufacturing sites are
often neglected.

Whatever your need is we have
the expertise to develop a robust
regulatory dossier for your company.

Due Diligence
& Expert Report Writing
Our cross-functional team can provide
you with the complete solution, from
due diligence reviews to Expert Report
writing. We can provide you with the
documents required to gain approval.

Acorn Regulatory will work as
your partner and ensure regulatory
compliance is achieved in a cost
effective manner.
Located in Ireland - we have 20 years
of experience of successfully working
with companies ensuring regulatory
compliance with FDA, EU and ROW
Competent Authority expectations.
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Electronic Publishing Services
At Acorn Regulatory, we have a dedicated
publishing team who can support you in building
your submission package in eCTD (or NeeS) and
submitting these to the national competent
authorities (NCA) either by CESP or through the
national portals as appropriate for Europe and
also to the FDA via the Electronic Submission
Gateway (ESG).

If you are moving from a
paper based system to
eCTD, we can take your raw
dossier and format the file for
electronic submission in
a hassle free manner.
Our flexibility and our experienced
team, means that we are able to
convert your dossier to a submission
ready file in a much quicker time
than our competitors.
We offer full lifecycle management
within our EDMS and we can take
care of every sequence that is
prepared for you. We also QC review
each application prior to publishing
to ensure a successful submission.
Furthermore, we carry out a postpublishing QC review to ensure that
every aspect of your submission has
been covered.
With our local partners across
Europe we can ensure that all
local submission requirements are
fulfilled.

QMS & GDP / GMP Services
“ The staff you assigned
to us over the years
were simply brilliant!
Honestly, from
efficiency, attention to
detail, quality of work,
communication and
professionalism, each
of them displayed all
of these. We really
enjoyed working closely
with your team.”
Global RA Manager with
German headquartered
pharmaceutical company.

We understand that not
every small to medium sized
companies has the capacity
to develop, implement
and maintain a Quality
Management System (QMS).
Our team can work with your
organisation to put an effective and
functioning QMS in place in addition
to providing the mandatory services
of a Responsible Person (RP) or a
Qualified Person (QP). This outsourced
option or ‘contract RP’ or ‘contract QP’
is a cost effective means of addressing
the requirement for full oversight
of manufacturing and supply chain
activities.
Advantages of using a contract RP
/ contract QP or outsourcing the
management of your QMS:
» Flexibility regarding the extent of
support required
» Bespoke systems to suit your
requirements
» Align our resources and response
around your specific objectives
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Pharmacovigilance Services
“ I believe that using
Acorn Regulatory
to perform our PV
work was good value
for money.”
Director of UK skin care
company that has outsourced its
pharmacovigilance department
to Acorn Regulatory

We offer a complete
and comprehensive
pharmacovigilance service
to assist you in meeting
your legal obligations as
Marketing Authorisation
Holder (MAH).

Do you require a Qualified
Person for Pharmacovigilance
(QPPV)?
We can help you fulfil this requirement,
offering round the clock availability of a
Qualified Person for Pharmacovigilance
(QPPV) services. Our dedicated
Pharmacovigilance team are ready to
act as your QPPV or deputy QPPV and
manage the ongoing safety evaluation
of your products, which is flexible to
suit your budget.

Electronic Reporting
& Eudravigilance
We have established procedures for the
collection, management and medical
evaluation of all case safety reports,
including product complaints and
medical information queries. We ensure
100% compliance with reporting
timelines in relation to the reporting
of adverse reactions as individual case
safety reports (ICSR) to Eudravigilance
and the Competent Authorities while
keeping you informed.

Signal Detection
Through the expertise of our
pharmacovigilance team and medical
experts, our signal management
process covers all activities from
signal detection and analysis to signal
assessment and recommending action
where appropriate.

PV Auditing
Our experienced team of
pharmacovigilance auditors can
address the specific demands of the
PV legislation by conducting risk based
systems audits of the PV system, 3rd
party service providers and distributors.
We offer very competitive rates for
PV auditing, contact us today for your
quote.

Pharmacovigilance Training
MAHs in Europe must ensure that all
personnel involved in the performance
of pharmacovigilance activities receive
initial and continued training. Training
plans and records must be maintained
for documenting and developing
the competencies of personnel.
Our team of experts can provide
pharmacovigilance training face-to-face
or via webex, thus ensuring you have
the fundamental skills to do your job
and avoid audit findings.

Medical Device Services
“ I am delighted to say
that we submitted our
application yesterday.
I would like especially
to thank Acorn
Regulatory without
whose continuous help,
guidance and direction
we would not have
made the deadline.”
Senior Quality Systems
Manager at a medical device
firm in the USA.

CE Mark Certification
Obtaining and maintaining CE Mark
Certification can be a complex process.
Acorn Regulatory will help you at
every stage by determining the correct
regulatory pathway for your product;
including Notified Body selection and
appropriate device classification.

European Authorised
Representative Services
All non-EU medical device and
IVD manufacturers must appoint a
European Authorised Representative.
If you are a non-EU manufacturer and
wish to market your device in Europe,
Acorn Regulatory can act as your EU
Authorised Representative.

ISO 13485 Certification
Gaining ISO 13485 Certification is
essential for any organisation in the
Medical Device and IVD sector. Our
experienced team can devise an
appropriate Quality System for you
and ensure you meet the ISO 13485
standard.

Post Marketing Surveillance
and Device Vigilance
Effective post-market surveillance
and vigilance systems are legal
requirements of your CE Mark
Certification. If you are unsure of the
vigilance reporting requirements in
Europe or need help devising a robust
post-marketing surveillance strategy,
then we can assist your company. We
will ensure that you are compliant with
the appropriate European legislation
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Clinical Trials
“ I am delighted with
the service provided
by Acorn Regulatory
to date, they provide
a practical solution in
a manageable way,
they are reliable and
approachable.”
Director of a large pharmaceutical
and medical device company
based in the UK

Clinical Trials Services
We offer a wide range of services
to help you obtain your clinical trial
approval and get started. With our
partners across Europe, we have
extensive experience in navigating
this complex landscape with its many
country-specific and local requirements.
Our team of experts can help you every
step of the way:

Preparation & Planning for
your CTA
Our in-depth experience of managing
clinical trials over many years means
that we can ensure that your clinical
trial activities are carried out efficiently
and within budget. The clinical team
at Acorn Regulatory can assist you in
developing your clinical trial strategy.
Leveraging our extensive network
of partners in the EU we can easily
manage the intricacies of national
requirements.

Regulatory Review of
Documents
It is imperative that the regulatory
documents submitted are robust
and will not lead to queries or
formal deficiencies from competent
authorities. Our team of experts can
review your application and identify
areas of weakness thereby facilitating
faster approval times.

Submission of your CTA
Acorn Regulatory will submit your
application to the relevant health
authority. Our team members
significant experience in the clinical
trials sector has enabled us to complete
projects for clients in a timely manner
and within budget.

Post-Approval Activities
Acorn Regulatory will stay with you
throughout the clinical trial process and
ensure any post approval commitments
are met including SUSAR’s, annual
safety reporting and notification of trial
start/termination.

“ Companies all around the world trust us to guide them
through the regulatory process. In doing so, we help them
to introduce their life changing medicines and devices
to patients worldwide.

“
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Suite 6, Powerstown House,
Gurtnafleur Business Park,
Clonmel, Co. Tipperary,
E91 V9P7, Ireland.
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