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CSV Lead, LIMS and MES rollout
	
Date: 14 Nov 2026
Ref.: AL-GXP-2611-02



Consultant: Ciara Walsh, Ashgrove & Lyle Life Sciences Search

Tomasz Nowak
CSV and Validation Consultant, Nowak Validation GmbH
Key data
	Available from
	5 January 2027
	
	Day rate
	CHF 1,250 per day

	Engagement
	Freelance through own GmbH
	
	Location
	Basel, Switzerland

	Remote / on site
	Hybrid, three days on site
	
	Travel
	Up to 30 %

	Right to work
	EU citizen, Swiss B permit
	
	Notice period
	4 weeks on the current assignment


Profile
Tomasz Nowak is a computerised system validation consultant with 12 years in GMP manufacturing and QC. He has led validation of LIMS, MES and chromatography data systems at biologics and small molecule sites in Switzerland, Germany and Ireland, using a risk-based GAMP 5 approach, and supported a Swissmedic inspection in 2025 as CSV subject matter expert.
GxP scope
GxP areas	GMP  ·  GDP  ·  GLP
Regulations and guidance	EU GMP Annex 11  ·  21 CFR Part 11  ·  GAMP 5 (2nd edition)  ·  EU GMP Annex 15  ·  PIC/S data integrity guidance
Certifications	ISPE GAMP 5 training (2023)  ·  ISO 9001 lead auditor (2019)
Systems validated
	SYSTEM
	LIFECYCLE DELIVERABLES
	ROLE

	LIMS (LabWare)
	Validation plan, URS, risk assessment, IQ/OQ/PQ, traceability matrix, validation report
	Validation lead

	MES (Werum PAS-X)
	CSV strategy, supplier assessment, test scripts for electronic batch records
	CSV lead

	Chromatography data system (Empower 3)
	Data integrity assessment, audit trail review procedure
	SME


Audits and inspections
	YEAR
	TYPE
	SCOPE
	OUTCOME

	2025
	Regulatory inspection
	Swissmedic GMP inspection, computerised systems
	No findings on CSV

	2024
	Supplier audit
	Cloud QMS vendor, Annex 11 and Part 11
	Approved with two minor observations

	2023
	Internal audit
	Data integrity, QC laboratories
	11 actions closed


Assignments
	03/2024 - present
	CSV Lead
Biologics CDMO, Basel
–	Validated LIMS rollout across three QC laboratories
–	Retrospective data integrity assessment of 40 lab systems

	01/2022 - 02/2024
	Validation Lead, MES
Global small molecule manufacturer, Freiburg im Breisgau
–	Electronic batch record go-live for two packaging lines

	2014 - 2021
	Validation Engineer, then CSV Specialist
Contract manufacturer (employed), Cork


Education
	2007 - 2012
	MSc Biotechnology, Politechnika Warszawska


Languages
	Polish
	Native

	English
	Fluent

	German
	B2
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QA Validation Consultant
	
Date: 14 Nov 2026
Ref.: AL-GXP-2611-06



Consultant: Ciara Walsh, Ashgrove & Lyle Life Sciences Search

Henrik Dahl
Freelance QA and Validation Consultant
Key data
	Available from
	Immediately
	
	Day rate
	DKK 9,000 per day

	Engagement
	Freelance
	
	Location
	Copenhagen, Denmark

	Remote / on site
	–
	
	Travel
	Within Denmark and southern Sweden

	Right to work
	Danish citizen
	
	Notice period
	–


Profile
Henrik Dahl validates equipment, utilities and cleaning processes for sterile and biologics manufacturing in the Øresund region and writes qualification protocols to EU GMP Annex 15.
GxP scope
GxP areas	GMP
Regulations and guidance	EU GMP Annex 15  ·  EU GMP Annex 1
Systems validated
	SYSTEM
	LIFECYCLE DELIVERABLES
	ROLE

	Isolator filling line
	IQ/OQ protocols and reports, cleaning validation
	Validation engineer


Assignments
	2023 - 2026
	Validation Engineer
Sterile CDMO, Greater Copenhagen
–	Qualification of a new isolator filling line


Education
	2008 - 2013
	MSc Chemical Engineering, Danmarks Tekniske Universitet (DTU)


Languages
	Danish
	Native

	English
	Fluent

	Swedish
	Good
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Ciarán Doyle
Validation Specialist
Key data
	Available from
	–
	
	Day rate
	–

	Engagement
	–
	
	Location
	Cork, Ireland

	Remote / on site
	–
	
	Travel
	–

	Right to work
	–
	
	Notice period
	–


Profile
Ciarán Doyle is a validation specialist with five years in computerised system and equipment validation at oral solid dose sites in Cork.
GxP scope
GxP areas	GMP
Regulations and guidance	21 CFR Part 11  ·  EU GMP Annex 11
Assignments
	2021 - present
	Validation Specialist
Oral solid dose manufacturer, Cork


Education
	2016 - 2020
	BEng Process and Chemical Engineering, University College Cork


Languages
	English
	Native
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