


Inspired solutions
in a regulated world

Unicus Regulatory Services Limited 
a wholly owned subsidiary of Fulcrum Pharma plc a publicly traded company 

West Forest Gate, Wellington Road, Wokingham, Berks RG40 2AQ

Tel:+44 (0)118 989 5680 Fax:+44 (0)118 989 5681  Email: info@unicus.co.uk www.unicus.co.uk Reg in England  No. 3174464 VAT Reg No. 677 2629 94

Unicus

Collette Beglin – Managing Director
Margaret Hall – Head of Regulatory Affairs

Chris Reynolds – Head of Pharmacovigilance
Ruth Standring-Cox – Head of Product Information
Peter James – Head of Electronic Documentation
Catherine Bradley – Head of Interim Management

Sue Hunter – Director of Training
David Kelly – Head of Coaching & Development

Being successful and remaining competitive within the healthcare
industry represents a major challenge.  Allocating appropriate 
resources to multiple projects that may be constantly changing in 
priority, timings and focus can be hard.  In addition ensuring staff are 
up to date with current requirements within a very fluid regulatory and 
pharmacovigilance environment can also be difficult to achieve.
Some companies supplement their internal resources and expertise by 
seeking out reliable, flexible and value for money service providers.
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For over ten years Unicus has been the pharmaceutical industry’s chosen 
service provider enabling our clients to meet all the legislative and regulatory 
requirements in the pursuit of their objectives.

Capable of unlocking the potential of your business, Unicus provide inspired 
solutions to your resource, expertise and capability challenges.

♦ Established in 1996
♦ 50+ full time Regulatory, Pharmacovigilance & User Testing staff
♦ Service providers to 8 of the 10 top Pharmaceutical companies
♦ Fully compliant electronic publishing capabilities
♦ Preferred suppliers to a number of multi national-market leading 

Pharmaceutical companies.

The Unicus team comprises highly skilled, expert and dedicated professionals 
with many years of experience and effective track records within the health 
industry.  The Unicus management team is shown below:
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Regulatory Affairs

♦ Unicus offers exceptional regulatory professionals, comprising senior 
managers with between 15 and 28 years experience, who lead highly 
skilled, dedicated, and flexible teams available to suit your requirements 
(interim cover, full-time, part-time, working on site or remotely).

♦ Proven track record in providing innovative and cost effective support in all 
aspects of regulatory work to our partners for over 10 years.

♦ Ability to deliver bespoke regulatory solutions to meet all clients 
requirements

– Management of all EU procedures (MAA & CTA)
– New drug applications for generic, herbals, biotech and traditional medicinal 

products
– Advice on filing strategy
– Risk assessment for product development plans
– Expertise in multiple therapy areas
– Maintenance activities and record management
– Due Diligence
– Regulatory Intelligence
– Submission writing, compilation and publishing
– Regulatory Training

♦ Unicus has successfully partnered 8 out of the 10 top pharmaceutical 
companies and 5 out of the top 10 biotech companies, and have over 140 
clients in total.

Over the past 10 years numerous directives and regulations which
cover all aspects of medicines development and licensing have been 
implemented.  How can companies remain competitive and successful 
in the pharmaceutical and related industries, where there is an ever 
increasing and changing burden of regulation and requirements as
well as a general shortage of skilled and experienced regulatory
professionals?

' It is a huge step forward for us and not only has she done a great job 
but she has been very professional at all times‘

Regulatory Affairs Manager, Northern Europe, International 
Pharmaceutical Company
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Herbal Products

The recently introduced European simplified registration procedure 
for herbal medicinal products allows the registration of such 
products without requiring detailed information from trials of safety 
and efficacy, provided that there is sufficient evidence on the 
medicinal use of the product throughout a period of at least 30 
years, including at least 15 years in the Community (Article 16a to 
16i of Directive 2001/83/EC, Directive 2004/24/EC).  Applications 
are required in CTD format and can be made on the basis of 
bibliographic or expert evidence supporting the efficacy and safety 
of the medicinal product, complemented by any additional data, 
which the Member State’s competent authority may request.  The 
manufacturing and quality data requirements for herbal medicinal
products under this scheme are equivalent to applications for a 
marketing authorization.  In addition labelling, SPC and PIL 
information as well as CV’s from experts who have supported the 
safety and traditional use of the product are required. 

Inspired solutions in a regulated worldInspired solutions in a regulated world……………………

♦♦ Unicus has over 10 years of success in preparing high quality CTUnicus has over 10 years of success in preparing high quality CTD D 
submissions for all types of medicinal products.submissions for all types of medicinal products.

♦♦ Dedicated and experienced experts in the field of herbal medicinDedicated and experienced experts in the field of herbal medicinal al 
products can assist you in the interpretation of what the requirproducts can assist you in the interpretation of what the requirements ements 
are for your product both in the UK and the rest of the EU.are for your product both in the UK and the rest of the EU.

♦♦ Successful track record in liaising with the Successful track record in liaising with the MHRAMHRA’’ss Borderline Unit to Borderline Unit to 
establish the likely classification for a number of products andestablish the likely classification for a number of products and agreement agreement 
on the future requirements to market these products in the UK.on the future requirements to market these products in the UK.

Unicus can help you navigate through the legislation and regulatory 
requirements to ensure your product complies with all necessary 
requirements and reaches or continues in the market place with 
minimal delays.
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ePublishing

♦ Unicus offers a truly comprehensive document management and 
electronic submissions service and has a long and successful track 
record in compiling and publishing multiple submissions across the EU.  
Core competencies include:

– eCTD readiness assessments
– Validation and installation of EZsubs on client sites
– Full document management, publishing, printing and scanning services
– Compilation of eCTD and other electronic submission formats according to 

competent authority and client requirements
– CTD conversions
– Training on use of ‘Documentum’, ‘EzSubs’, MS Word and other MS Office 

programs
– Template design

♦ Our team is lead by a recognised expert with over 28 years experience 
in the regulatory field and 10 years experience in designing, validating 
and implementing effective document management systems.

Competent Authorities increasingly require submissions to be made 
electronically, and some countries such as Belgium, strongly 
encourage electronic submission of marketing authorisation 
applications.  In addition, all EU authorities will accept submissions 
in eCTD format from December 2009.  ICH believe that the use of 
eCTD will make both the submission and review process more 
efficient, with resulting benefits to industry and the authorities.
Will you be ready and do you have the capability to reap the potential 
benefits as well as meet the authorities requirements?

Allow your organisation to reap the benefits of effective document 
management systems: we can work with you to implement solutions 
that will enable you to do so!
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eCTD - Can we Help?

Are you looking for an Are you looking for an eCTDeCTD Solution?Solution? Recently we have been contacted by a number of generic houses Recently we have been contacted by a number of generic houses and small and small 
to medium sized pharmaceutical companies looking for solutions tto medium sized pharmaceutical companies looking for solutions to creating the o creating the eCTDeCTD..

Investment DecisionsInvestment Decisions.  Now most of these companies do not want to invest in the time.  Now most of these companies do not want to invest in the time nor capital required by large nor capital required by large 
PharmaPharma software solutions, which, although very effective, are a majorsoftware solutions, which, although very effective, are a major stumbling block for the smaller companies.  The stumbling block for the smaller companies.  The 
software and hardware costs are considerable but you will also nsoftware and hardware costs are considerable but you will also need extra and ongoing IT and Regulatory support and eed extra and ongoing IT and Regulatory support and 
the extra time and effort to validate and run your selected systthe extra time and effort to validate and run your selected system.em.

Inspired Solutions.  Inspired Solutions.  We at Unicus understand your dilemma and you may wish to outsourWe at Unicus understand your dilemma and you may wish to outsource your complete regulatory ce your complete regulatory 
affairs function to us.  We would be very happy to help you.  Weaffairs function to us.  We would be very happy to help you.  We have an experienced regulatory team able to provide have an experienced regulatory team able to provide 
both advice and both advice and ““handshands--onon”” help.  But, we also understand that you have your own regulatorhelp.  But, we also understand that you have your own regulatory people who know your y people who know your 
products better than anyone else.  We would be working very closproducts better than anyone else.  We would be working very closely with them and utilising their knowledge to ensure ely with them and utilising their knowledge to ensure 
we get the best results.we get the best results.

The TechnologyThe Technology.  Unicus have, for the last five years, been operating a valida.  Unicus have, for the last five years, been operating a validated Documentum document management ted Documentum document management 
system and the fully integrated EZsubs Compliance regulatory pubsystem and the fully integrated EZsubs Compliance regulatory publishing system.  We can offer you the use of our lishing system.  We can offer you the use of our 
systems on a systems on a ““pay as you gopay as you go”” basis thereby ensuring the best return for your money.  We havebasis thereby ensuring the best return for your money.  We have recently completed a full recently completed a full 
upgrade and reupgrade and re--validation of the latest version of EZsubs Compliance which has validation of the latest version of EZsubs Compliance which has the advantages of being a powerful, the advantages of being a powerful, 
flexible yet scaleable and easyflexible yet scaleable and easy--toto--use document publishing system tightly integrated with the Documuse document publishing system tightly integrated with the Documentum document entum document 
management system, ideally suited for companies like yours.management system, ideally suited for companies like yours.

Why Use Unicus?Why Use Unicus? With Unicus you have the reassurance of working with one of thWith Unicus you have the reassurance of working with one of the most respected and reliable e most respected and reliable 
consultancies serving the pharmaceutical industry.  And by usingconsultancies serving the pharmaceutical industry.  And by using Documentum you have the advantage of security and Documentum you have the advantage of security and 
version control.  Access to documents folders and cabinets withiversion control.  Access to documents folders and cabinets within Documentum can be restricted such that you can only n Documentum can be restricted such that you can only 
see your own storage cabinet area either by client group of usersee your own storage cabinet area either by client group of users or by specific users down to specific documents for s or by specific users down to specific documents for 
those sensitive projects.  Itthose sensitive projects.  It’’s like having your own system!  Every version of every document s like having your own system!  Every version of every document is stored in the system is stored in the system 
within a document object.  So no more looking for those missing within a document object.  So no more looking for those missing documents in your filling cabinets or even worse documents in your filling cabinets or even worse 
finding the correct electronic version across all the office PCsfinding the correct electronic version across all the office PCs.  With the fully integrated EZsubs Compliance functionality .  With the fully integrated EZsubs Compliance functionality 
we can provide a fully audited history of every document we can provide a fully audited history of every document –– who made what changes and when?who made what changes and when?

electronic Regulatory Publishingelectronic Regulatory Publishing.  Then we can publish for you providing a full .  Then we can publish for you providing a full eCTDeCTD for new submissions or partial for new submissions or partial 
eCTDeCTD information for variations all with the appropriate XML back boinformation for variations all with the appropriate XML back bone and the correct file naming convention.ne and the correct file naming convention.
For those markets still requiring paper submissions we can use tFor those markets still requiring paper submissions we can use the same component document set and provide different he same component document set and provide different 
customised headers, footers, watermarks, front matter, paginatiocustomised headers, footers, watermarks, front matter, pagination and n and TOCsTOCs as appropriate.  We can insert and resolve as appropriate.  We can insert and resolve 
crosscross--references placed into documents for both electronic and paper preferences placed into documents for both electronic and paper publications.  For paper dossiers we can provide ublications.  For paper dossiers we can provide 
volumes, sections and parts each with their own front matter andvolumes, sections and parts each with their own front matter and subsub--TOCsTOCs and with publishing variables (called and with publishing variables (called 
‘‘attribute tagsattribute tags’’).  We can customise documents, headers, footers, ).  We can customise documents, headers, footers, TOCsTOCs, and so on, which are resolved at publish time.  , and so on, which are resolved at publish time.  
These attribute tags can be specified as literal values, as an EThese attribute tags can be specified as literal values, as an EZsubs special reserved variable, or taken from Zsubs special reserved variable, or taken from 
Documentum attributes.Documentum attributes.
We can of course provide you with your dossiers on CD or DVD andWe can of course provide you with your dossiers on CD or DVD and /or full multi/or full multi--copy paper dossiers for submission in copy paper dossiers for submission in 
world markets.  For your MHRA submissions you can grant us accesworld markets.  For your MHRA submissions you can grant us access to your company portal access point and we can s to your company portal access point and we can 
then mange the electronic submission entirely on your behalf.then mange the electronic submission entirely on your behalf.

Working with Unicus: Working with Unicus: Our clients like to work with us and frequently over an extendedOur clients like to work with us and frequently over an extended period of time. While our rates period of time. While our rates 
are competitive, we do like to think we give the best value for are competitive, we do like to think we give the best value for our clients and offer a very good service in providing our clients and offer a very good service in providing 
short reports or extensive dossiers.short reports or extensive dossiers.
Some of our current clients and even potential clients have receSome of our current clients and even potential clients have recently said of Unicus:ntly said of Unicus:--

““II’’ve also been asked to pass on the compliments of the team.  Theyve also been asked to pass on the compliments of the team.  They felt the report was of a very high standardfelt the report was of a very high standard””
““Response by Unicus to questions and proposals were provided at eResponse by Unicus to questions and proposals were provided at extremely short notice and within good timelinesxtremely short notice and within good timelines””
““Very impressed in general and will definitely use Unicus in the Very impressed in general and will definitely use Unicus in the futurefuture””
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Training

♦ Unicus training can deliver bespoke solutions to meet your staff
development needs.  

♦ Unicus’s training director has over 25 years regulatory experience, 
including 10 years designing and delivering regulatory training within a 
major multi-national company.

♦ Current Offerings include:
– An introduction to regulatory affairs

• Open registration or in-house courses on drug and device regulations.

– Management of European Procedures

– Authoring and review of high quality submission documents

– Interactive and facilitated sessions on the drug development process using the 
unique drug development game: ‘MeduMaze’

‘What if I train my people and they all leave?’ What if you don’t and 
they all stay?
Numerous surveys have demonstrated that investment in training 
improves staff retention.  In the ever changing world of regulatory 
affairs, providing tailored focussed training to improve staff 
performance is critical to success.

‘The ‘MeduMaze’ session went very well and the staff and students 
enjoyed it – we will run it again next year for sure’. 
Dr Chris Allender, Welsh School of Pharmacy, Cardiff, November 2006.

Talk to us about your training requirements and we can develop cost 
effective, targeted programs to meet your needs.

Inspired solutions in a regulated worldInspired solutions in a regulated world………………..
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Pharmacovigilance

♦ Unicus offers a highly skilled team of pharmacovigilance experts, 
including pharmaceutical physicians, who collectively possess over 120 
years experience. 

♦ Unicus provides a full pharmacovigilance (PV) service to a broad range of 
clients that includes :

– Processing of AE reports from Clinical Trials or Post Marketing use. 
– Validated safety database (ARISg).
– Expedited reporting of single cases to Competent Authorities, EMEA, Ethics
– Committees, Institutional Review Boards and investigators, as appropriate.
– Electronic expedited reporting. 
– Monthly line listings and Annual Safety Reports.
– Post marketing safety reporting to Competent Authorities and EMEA.
– Periodic Safety Update Reports.
– Global weekly literature searches
– Risk Management Plans
– Medical safety reviews
– Training of PV and non-PV staff
– Preparation for PV audits

The requirement for an accurate and comprehensive 
pharmacovigilance system that will monitor risk:benefit profiles 
throughout the clinical trial phase and post-marketing is essential to 
the protection of patients and public health.
In the past few years new directives and regulations have been 
implemented to enhance the way in which patient safety monitoring is 
conducted. Some of these new requirements place significant burden 
both in terms of resources, expertise and time needed to ensure 
compliance.

Unicus can work with you to define solutions to ensure you meet your 
pharmacovigilance obligations and remain fully compliant!

Inspired solutions in a regulated worldInspired solutions in a regulated world………………....
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User Testing

Unicus focuses on quality and continuous improvement to evolve with the 
regulatory environment and client requirements.

New regulations focus on improving information for the user.
Consultation with target patient groups to demonstrate the 
readability of the package leaflet is an integral part of new 
marketing authorization applications

Whether you require one test or the testing of your entire portfolio, 
Unicus provides comprehensive solutions to meet your needs.

Unicus can provide a highly experienced and dedicated team of Regulatory 
Professionals, Interviewers and Data Analysts to support the development 
and testing of your patient information leaflets. (PIL)

Should you have several similar PILs, we carry out portfolio analysis to optimise 
user testing strategies comprising of:

♦ Conversion of SmPC to PIL 
♦ Existing PILs to QRD format
♦ Readability review of text
♦ PIL design and layout guidance, or a
♦ Professional design service
♦ Translation services
♦ Prompt responses to any questions from competent authorities.

♦Full user tests and report
♦Bridging studies 
♦Bridging reports and statements.

We have practical experience of a wide range of products and procedures:
♦POM, OTC, Generics and Devices.
♦Centralised, MRP, Decentralised and National submissions.

Inspired solutions in a regulated world………..

We can project manage all assignments to meet individual client needs including:

Our clients range from large multi-nationals to small start-up companies.
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Coaching & Development

♦ Unicus Coaching and Development is a team of seasoned and experienced 
professionals in the areas of organisation and people development, who 
are dedicated to enhancing your business by enabling every individual and 
team to perform at their best.

♦ Using psychology based coaching style in all that we do, we challenge, 
support and stretch individuals and teams to embed new capabilities.  
Using a variety of specifically tailored programmes we can target the 
specific needs of the client whether these are individual or team coaching 
or organisational change programmes.  Our areas of expertise include:

– 1:2:1 executive coaching
– 1:2:1 career coaching
– Team building for new teams
– Team development for existing teams
– Improving virtual or remote team performance
– Organisation development
– Leadership in uncertain times
– Coaching skills for manager
– Customised in-house programmes

The performance of a company relies on the commitment, 
contribution, enthusiasm and energy of its people.  Business success 
is enhanced by enabling individuals and teams within that business 
to perform at their best.  In a highly competitive industry, being able 
to unlock the potential of individuals and teams is the key to ensuring 
companies meet their objectives and stay ahead of the rest.

‘Unicus style and coaching expertise equip you for the managerial and 
personal challenges ahead, encouraging and supporting you to reach 
for the impossible’

Site Head of PD Regulatory Affairs, Roche UK.

Inspired solutions in a regulated worldInspired solutions in a regulated world……………………


