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	About Us
	
		
			About UsWe are leading provider of specialized services for the pharmaceutical, biotech and medical device industries, compliance is our priority.
	SustainabilityWe are focusing our efforts on initiatives that revolve around education, empowerment and inclusivity and sustainability.



	
			Management TeamOur management team is committed to create a friendly working environment, provide confidence to our customers and support a environmental-friendly company.
	Our LocationsWe service our clients through our regional hubs that collaborate on projects at global, regional and local levels



	
			Corporate Social ResponsibilityHaving the ability to invest in sustainable environmental and social wellbeing is an important part of our attitude to business as well as helping to reinforce our values.
	TrainingEnhancing our industry by delivering high-quality specialist training courses.
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									Research and Development

									Statistics and Data Science

									Market Access

									Patient Safety (Pharmacovigilance)

									Regulatory Affairs and CMC

									Quality Management and Compliance
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									Research and Development

						Clinical Development Services
	Clinical Trial Applications
	Development Strategy
	Toxicological Services and Risk Assessment



									Statistics and Data Science

						Clinical Biostatistics
	CMC Statistics
	Discovery Statistics
	Omics Data Science



									Market Access

						Health economics and outcomes research (HEOR)
	Market Access Strategy
	Pricing and Reimbursement



									Patient Safety (Pharmacovigilance)

						Clinical Trials Adverse Event Processing
	Gap Analysis and Consulting
	ICSR Management
	Literature Surveillance
	Monitoring and Signal Detection
	Pharmacovigilance Audits
	Qualified Person for Pharmacovigilance (QPPV)



									Regulatory Affairs and CMC

						Agency Interactions
	CMC Biologics
	CMC Services
	eCTD, System Operations and Data Management
	Post-Approval Maintenance
	Promotional Materials & Compliance
	Regulatory Writing / Scientific and Technical Writing



									Quality Management and Compliance

						Commissioning, Qualification and Validation
	Computer System Validation (CSV)
	GxP Audit
	GxP Technical Consulting
	Quality Systems and Compliance



								Enhancing our industry by delivering high-quality specialist training courses.
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Centralize, Modernize, Harmonize: The Acceleration of Regulatory Digital Trends
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Clinical trials regulation (CTR)
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FDA clarifies use of Clinical Data in Premarket Notification Submissions


		

				

				
				
							Blog & Article						

				

				
				
						
										
															
									
										22nd March 2024					
								


				

				

					

		

					

		
				

				
				
				
					
						
					
			
						
				
			[image: Exploring the interactions between validation and technology transfer]


[image: Exploring the interactions between validation and technology transfer]
Exploring the interactions between validation and technology transfer
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	Digital Innovation
	Careers
	
		
			CareersWe are dedicated to creating a sustainable work-life balance to support our highly motivated team in this fun and challenging environment.
	Your Application ProcessWe want to give you some tips for the application process.



	
			Life at PharmaLexWe are proud of what our employees say about us. Read their testimonials.



	
			Current OpportunitiesWe prefer online applications – it’s very easy and is the fastest way to success for you and us. You can easily upload your attachments, such as your CV and cover letter, in all common formats.
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							Suite 2, Stafford House

Strand Road, Portmarnock

County Dublin D13 H525
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										July 19, 2023					
								


				

				

					

		

					

		
				

				
				
				
					
						
					
			
						
				
														
							[image: data integrity]


[image: data integrity]
								
													

				

				
				
							Blog & Article						

				

				
				
			Data integrity in GxP relevant areas has been a hot topic in the pharmaceutical sector in recent years
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								Elizabeth Hunt							

						
													
								Communications Manager							

											

				

			

			
			
				
					
											
							Elizabeth Hunt is a veteran of creating and managing digital content to build relationships for organisations and individuals.  She is Communications Manager for PharmaLex, and a keynote speaker for PDA Ireland.
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								Ann Marie Purcell							

						
													
								Commercial Manager 							

											

				

			

			
			
				
					
											
							Ann-Marie is a Senior Commercial Manager with 25 years’ industry experience and a demonstrated history of developing key clients and expanding portfolio into existing clients. She is results orientated with a proven ability to manage the delivery of large and complex, internal and outsourced projects from project initiation to transition to operations.
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								Noelle Clifford							

						
													
								Manager/Consultant at PharmaLex							

											

				

			

			
			
				
					
											
							Noelle is a qualified and experienced Microbiologist with a BSc (Hons) in Industrial Microbiology from UCD. She has worked within the pharmaceutical industry for over 15 years in Quality Control roles from ground level through to management. Noelle has worked for several multinational pharmaceutical companies gaining experience with Sterile Products, Dry Powder Inhalation Products, Oral Solid Dosage and Topical Products.
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								Regina Dawkins							

						
													
								Senior Manager – Consultant at PharmaLex UK							

											

				

			

			
			
				
					
											
							Experiences Director/Senior Manager with 25 years’ experience in the pharm industry, working across the UK and Ireland with a wealth of experience and knowledge in the fields of API’s, Manufacturing, (Commercial development across various product forms) Storage, Distribution and Transportation.
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								Eilish Kelly							

						
													
								Consultant/Manager, Quality & Compliance							

											

				

			

			
			
				
					
											
							Eilish Kelly has more than 17 years of experience with regulated licensed sites in the biopharmaceutical and pharmaceutical (solid oral dosage & API) industry. She is widely acknowledged and respected as an expert in Quality Control, Quality Assurance and compliance initiatives focusing on analytical process validation and training. Eilish qualified as a QP and worked previously in a biopharmaceutical facility, in a QA function supporting manufacturing, engineering, QC and warehouse with QP batch release activities involved.
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								Michael Makris							

						
													
								Regional Sales Manager, PharmaLex Ireland							

											

				

			

			
			
				
					
											
							Mike recently joined PharmaLex as Regional Sales Manager (UK & Ireland), with a business development focus on Regulatory Affairs , Pharmacovigilance and Quality.  He joins us with over 25 years sales experience, including over 10 years in pharmaceutical business development, supporting client departments across EMEA, with a focus on drug patent intelligence solutions. Mike’s experience , knowledge and broad range of senior industry contacts, makes him perfectly placed to drive the PharmaLex/our client service offerings forward across the UK & Irl region, to enable companies to maximise their development process and reduce their time to market.
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								Patrick Nieuwenhuizen							

						
													
								Director Senior Consultant							

											

				

			

			
			
				
					
											
							Patrick has worked in various Managerial Quality roles in Global Pharmaceutical Companies with over 25 years of experience, covering several platforms including Biologics, Sterile Lyophilisation & Fill Finish, Vaccines and oral Dose. Patrick is a qualified Lead Auditor and SME in Quality Control, Sterility Assurance, New Facility Design / Upgrade, Risk Management
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