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Aoife Brennan
Qualified Person and QA Manager, Sterile Operations, Corrib Sterile Pharma Ltd
Key data
	Location
	Cork, Ireland
	
	QP status
	Named QP on a manufacturer's authorisation since 2019

	Registered / named
	HPRA, named on the MIA of Corrib Sterile Pharma Ltd (Cork site)
	
	Qualifying degree
	BPharm, University College Cork (4 years)

	Practical experience
	9 years in authorised manufacturing, incl. 3 years QC analysis
	
	Right to work
	Irish citizen

	Notice period
	3 months
	
	Availability
	From March 2027

	Salary expectation
	EUR 125,000 to 135,000 base plus bonus
	
	Products certified
	Sterile injectables and biologics, commercial and IMP


Profile
Aoife Brennan has certified commercial and clinical batches of sterile injectables at an HPRA-licensed site in Cork since 2019. Before her nomination she spent three years in QC microbiology and chemistry and three years in sterile QA. She has hosted two HPRA inspections and one FDA pre-approval inspection as lead QP and led the site's Annex 1 (2022) gap assessment and contamination control strategy.
Qualification as QP
Subject areas	Pharmaceutical chemistry  ·  Pharmacology  ·  Pharmaceutical technology  ·  Microbiology  ·  Toxicology  ·  Pharmacognosy
QP training	Joint Professional Bodies QP training route, modules completed 2017-2018  ·  PDA Annex 1 implementation course (2023)
Professional bodies	Pharmaceutical Society of Ireland (registered pharmacist)
Education
	2008 - 2012
	BPharm (Hons), University College Cork

	2014 - 2016
	MSc Pharmaceutical Manufacturing Technology, Trinity College Dublin


Batch certification experience
	PRODUCT TYPE
	DOSAGE FORMS AND SCOPE
	MARKET / PHASE

	Sterile small molecules
	Aseptically filled vials and pre-filled syringes, lyophilised product; about 420 batches certified a year
	Commercial EU, US

	Biologics (monoclonal antibodies)
	Drug product fill-finish from bulk supplied by a third-party site
	Commercial EU

	IMP
	Sterile IMP for phase II and III trials, certified for EU trial sites
	Clinical, phase II-III


Inspections hosted or supported
	YEAR
	AUTHORITY
	SCOPE
	OUTCOME

	2025
	HPRA
	Routine GMP inspection, sterile manufacture
	No critical or major deficiencies

	2024
	US FDA
	Pre-approval inspection, new fill line
	No Form 483 observations

	2022
	HPRA
	Routine GMP inspection
	Two major deficiencies, closed within agreed CAPA timelines


GMP areas
Annex 1 and contamination control strategy  ·  Annex 16 batch certification  ·  Deviations and CAPA  ·  Product quality reviews  ·  Supplier and contract manufacturer qualification  ·  Data integrity
Career
	2019 - present
	Qualified Person and QA Manager, Sterile Operations
Corrib Sterile Pharma Ltd, Cork
–	Certified about 420 commercial batches a year across two fill lines
–	Led the Annex 1 gap assessment and the site contamination control strategy, 2022-2023
–	Lead QP for the 2024 FDA pre-approval inspection; no observations

	2016 - 2019
	QA Specialist, Sterile Manufacturing
Corrib Sterile Pharma Ltd, Cork
–	Batch record review and deviation investigation for aseptic filling

	2012 - 2016
	QC Analyst, Chemistry and Microbiology
Shannonvale Generics Ltd, Limerick


Languages
	English
	Native

	Irish
	Fluent

	French
	B1
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Dr. Joost van der Meulen
Qualified Person, Cell and Gene Therapy, Waalbrug Biologics B.V.
Key data
	Location
	Leiden, Netherlands
	
	QP status
	Named QP since 2021

	Registered / named
	Named on the manufacturing licence of Waalbrug Biologics B.V. (IGJ inspected)
	
	Qualifying degree
	PhD Biopharmaceutical Sciences and MSc Bio-Pharmaceutical Sciences, Universiteit Leiden

	Practical experience
	7 years in licensed ATMP and biologics manufacture
	
	Right to work
	Dutch citizen

	Notice period
	2 months
	
	Availability
	–

	Salary expectation
	–
	
	Products certified
	Autologous CAR-T, viral vectors, IMP


Profile
Joost van der Meulen certifies autologous cell therapy and viral vector batches for clinical trials and an early-access programme at a licensed ATMP site in Leiden. He joined from process development and QC for viral vectors and has supported two IGJ inspections, one including the ATMP-specific GMP guidelines.
Qualification as QP
Subject areas	Biochemistry  ·  Microbiology  ·  Pharmacology  ·  Analytical chemistry
QP training	QP education programme for ATMP (2020)
Education
	2010 - 2015
	MSc Bio-Pharmaceutical Sciences, Universiteit Leiden

	2015 - 2019
	PhD Biopharmaceutical Sciences, Universiteit Leiden


Batch certification experience
	PRODUCT TYPE
	DOSAGE FORMS AND SCOPE
	MARKET / PHASE

	ATMP (autologous CAR-T)
	Cryopreserved cell suspension for infusion, single-patient batches
	IMP phase I-II, early access

	Viral vectors (lentiviral)
	Starting material and IMP vector lots
	Clinical


Inspections hosted or supported
	YEAR
	AUTHORITY
	SCOPE
	OUTCOME

	2024
	IGJ
	GMP inspection under the ATMP guidelines
	Licence maintained

	2022
	IGJ
	Licence extension for viral vector manufacture
	Extension granted


GMP areas
Guidelines on GMP specific to ATMP  ·  Chain of identity and chain of custody  ·  Aseptic processing  ·  Change control
Career
	2021 - present
	Qualified Person, Cell and Gene Therapy
Waalbrug Biologics B.V., Leiden
–	Certified more than 150 single-patient CAR-T batches

	2019 - 2021
	Scientist, Viral Vector Process Development and QC
Waalbrug Biologics B.V., Leiden


Languages
	Dutch
	Native

	English
	Fluent

	German
	B2
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Mette Kjærgaard Holm
QA Manager, Oral Solid Dose, Nordvig & Sand Pharma A/S
Key data
	Location
	Kalundborg, Denmark
	
	QP status
	Eligible, not yet named on a manufacturing authorisation

	Registered / named
	–
	
	Qualifying degree
	MSc Pharmacy (cand.pharm.), Københavns Universitet (5 years)

	Practical experience
	6 years in a licensed OSD manufacturing site
	
	Right to work
	–

	Notice period
	–
	
	Availability
	–

	Salary expectation
	–
	
	Products certified
	–


Profile
Mette Kjærgaard Holm is a pharmacist with six years in quality assurance at a licensed oral solid dose site in Kalundborg, where she reviews batch documentation before certification and runs the deviation and change control process. She has supported one Danish Medicines Agency inspection.
Education
	2012 - 2017
	MSc Pharmacy (cand.pharm.), Københavns Universitet


Inspections hosted or supported
	YEAR
	AUTHORITY
	SCOPE
	OUTCOME

	2023
	Danish Medicines Agency
	Routine GMP inspection
	


GMP areas
Batch record review  ·  Deviations and change control  ·  Tablet compression and coating
Career
	2020 - present
	QA Manager, Oral Solid Dose
Nordvig & Sand Pharma A/S, Kalundborg

	2017 - 2020
	QA Specialist
Nordvig & Sand Pharma A/S, Kalundborg


Languages
	Danish
	Native

	English
	Fluent
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