


 

As stated in the Irish Examiner, BIOMARIN Pharmaceuticals is plan-

ning to create at its Cork’s manufacturing facility more than 100 jobs 

between 2013 and 2015. The company which specialises in the manu-

facture of drugs used in the treatment of extremely rare genetic diseas-

es, acquired the manufacturing plant in Shanbally from Pfizer last year 

for close to $48.5 million. 

BIOMARIN said that most of the planned manufacturing activities at the 

plant were tied to the results of a clinical study for N-

acetylgalactosamine 6-sulfatase (GALNS), an experimental therapy 

used in the treatment of mucopolysaccharidosis.  

Robert Baffi, BIOMARIN’S executive vice president of technical opera-

tions, said: “we are delighted to announce that we expect our expan-

sion into Ireland will increase by 100 plus jobs in the 2013–2015 

timeframe. This is an exciting development for us and big news for the 

region at large.” Dan Maher, the senior vice-president of product devel-

opment at BIOMARIN stated that: “We have a robust pipeline of poten-

tial treatments ready for eventual manufacturing here in Shanbally.” 

As part of this expansion, BIOMARIN have a requirement to upgrade 

their infrastructure and BioPharma are delighted to announce that we 

have been appointed the engineering design consultant to carry out 

this work. We believe this appointment reflects the experience and 

expertise that BioPharma have of delivering critical infrastructure pro-

jects across Pharma sites. 

DID YOU KNOW THAT...  

A rare disease, also referred to as an orphan disease, is any dis-

ease that affects a small percentage of the population. Most rare dis-

eases are genetic, and thus are present throughout the person's entire 

life, even if symptoms do not immediately appear.  

In the United States, the Rare Diseases Act of 2002 defines rare 

disease strictly according to prevalence, specifically "any disease or 

condition that affects less than 200,000 persons in the United 

States," or about 1 in 1,500 people. In Japan, the legal definition of a 

rare disease is one that affects fewer than 50,000 patients in Japan, 

or about 1 in 2,500 people. However, the European Commis-

sion on Public Health defines rare diseases as "life-threatening 

or chronically debilitating diseases which are of such low preva-

lence that special combined efforts are needed to address 

them." The term low prevalence is later defined as generally mean-

ing fewer than 1 in 2,000 people. 

INTRODUCTION OF NEUPRO FOR UCB 

UCB, Brussels, Belgium is a global biopharmaceutical company 

focused on the discovery and development of innovative medicines 

and solution to transform the lives of people living with severe dis-

eases of the immune system or of the central nervous system. With 

9000 people and operations in 40 countries, the company generated 

revenue of EUR 3.4 billion in 2012. 

Some of UCB’s products are among the leaders in their field such as 

Keppra®, Vimpat®, Cimzia® and Neurpo®, which is used to treat 

partial-onset seizures of epilepsy and Parkinson’s disease, Restless 

Leg Syndrome. 

BioPharma Engineering has recently completed the Project Manage-

ment & Engineering Design for the introduction of Neupro® to the 

plant in Shannon.  Our scope on this project was to develop the 

process fit, complete the process engineering design, including relief 

sizing and basis of safety for this NPI, 3D mechanical design for the 

retrofit and upgrade of existing piping systems, electrical, instrumen-

tation and safety systems design as well as procurement, cost and 

contract management. We also acted as PSDP, coordinated the 

overall construction phase activities and developed the C&Q proto-

cols for this successful project.  
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This issue contains updates on current projects and details on various initi-

atives the firm has been involved in recently. We have also recently re-

vamped our website www.bpe.ie, where you can also subscribe to our 

newsletter. I do hope you enjoy this newsletter and thank you for your con-

tinued support. Any feedback or comment you may have would be highly 

appreciated. 

 

 

 

 

 

 

WE WOULD LIKE TO WELCOME THE FOLLOWING NEW TEAM 

MEMBERS TO BPE 

 
Shane O’Shaughnessy 

Shane has over 15 years experience as a Piping Design Engineer working within the Pharmaceutical Industry.  

During this time he has worked as a senior Piping Designer for a number of blue chip pharmaceutical companies 

such as MSD, Pfizer, Eli Lilly, GSK Bio and across a wide range of projects including API, Secondary & Biophar-

maceuticals many designed in a 3D environment. Shane is very proficient in the following areas: Surveying, 3D 

Modelling, Pipe Design, Generating GA’s, Model Reviews, Commissioning Support & Construction Supervision.  

 

Brendan Cronin 

Brendan is an experienced Design Engineer with over five years experience in home office design, site support 

and systems qualification. Brendan, who qualified with a BSc in Process Plant technology, has joined the BioPhar-

ma Engineering process team as an intermediate engineer. He has worked previously in Intel and for Kentz Engi-

neering and brings this cross industry knowledge and experience to the team. 

 

Eva Boleloucka 

Eva is a Sales & Marketing Co-ordinator with over five years’ experience within B2B and over ten years in B2C 

sales. She has also recently completed a Masters Degree in Marketing at CIT. Eva has been responsible for  de-

veloping Marketing strategy, Online Marketing Strategy and maintaining customer relationships and is the prime 

point of contact for new business within BPE. 

 

Tom O’Dwyer 

Tom is a Process Engineer with eight years’ experience within the Pharmaceutical Industry. Tom qualified in 2005 

with B. Eng (Hons) in Chemical & Process Engineering, UCC First Class Honours and has spent a number of 

years in industry working in Wyeth, Schering Rathdrum and latterly as part of the IPT team in MSD Ballydine. Tom 

brings his API industry experience in NPIs, process fits, scale up and transfer, high containment and experience of 

material handling to the design team further strengthening this growing area of our business. 

PRESSURE SYSTEMS REGULATION 

 
The Safety, Health and Welfare at Work (General Application) (Amendment) Regulations 2012, came into operation 

on 1st January 2013. The repeal of the Boiler Explosions Acts from 1882 and 1890 and provisions of the Safety in 

Industry Acts 1955 and 1980 relating to steam boilers and steam and air receivers was also activated by the Safety, 

Health and Welfare at Work Act 2005 (Commencement) Order 2012 (S.I. No. 446 of 2012) on 1st January 2013. 

 

BioPharma Engineering is currently assisting a number of clients with interpreting the legislation and in the develop-

ment of an implementation plan to ensure ongoing compliance with the new requirements. Please contact us for 

any assistance you require in this or any other regulatory area for advice.  

The failure of pressure equipment can result in fatalities and serious injuries and cause major damage to property. 

The purpose of the Regulations is to provide a robust regime for the management of pressure systems, including 

clear requirements for periodic statutory examinations of pressure vessels. 

 

The requirements of these Regulations apply to the use, examination and testing of pressure equipment and pres-

sure systems at all places of work to which the Safety, Health and Welfare at Work Act 2005 applies, unless ex-

cepted by Part A of Schedule 12. This schedule lists a variety of pressure systems and equipment which may be 

used in a work environment but are exempt from the requirements of these Regulations. The exception may be for 

reasons of practicality, lack of incident history or because the equipment may already be covered by other specific 

legislative provisions. The definitions of “pressure equipment” and “pressure systems” in Regulation 183 cover a 

wide variety of equipment in use at workplaces. These regulations will apply a statutory inspection regime to a num-

ber of systems on a Pharmaceutical plant that were not previously included. Amongst the equipment potentially 

included are pressurised process plant, refrigeration systems and hot water systems above 110°C.  
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