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Curriculum vitae 

 

  

Name Mai Thuelund Valeur 
Nationality Danish 

Domicil Årslev, Denmark 
 
 

Contact Information 

Phone +45 53 68 58 85 
Mail: mai@qamed.dk 
Homepage qamedsolutions.com 
 
 

Personal Letter 

 
As a Quality Consultant at QA MED Solutions, I support medical device industry in 
navigating complex regulatory and quality requirements throughout the product lifecycle. 
My professional background combines a healthcare and Public Health academic 
foundation with more than ten years of experience in Quality Assurance, Regulatory 
Affairs and Pharmacovigilance gained within the pharmaceutical industry. 
 
Throughout my career, I have worked extensively with GMP/GDP compliance, quality 
management systems, regulatory documentation, inspections, audits and 
pharmacovigilance. I have collaborated closely with competent authorities, supported 
inspections, managed deviations, CAPAs and recalls, and contributed to maintaining 
compliant quality systems in highly regulated environments. 
 
Today, I apply this experience within the medical device industry, supporting customers 
with Medical Device Regulation (EU MDR 2017/745), ISO 13485 quality management 
systems, ISO 14971 risk management, technical documentation, internal audits and 
inspection readiness. My approach combines regulatory knowledge with a pragmatic 
mindset, enabling organizations to translate regulatory requirements into efficient and 
sustainable quality solutions. 
 
Expertise: 

- MDR 2017/745 
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- QMS (ISO 13485) 
- Risk Management (ISO 14971) 
- Deviation and CAPA management 
- Technical Documentation 
- Internal/External Audits 
- Authority inspections 
- GMP/GDP 
- GVP 
- Regulatory Affairs 
 

 
 
IT-skills: 

- Microsoft 365 (word, Excel, Power point, Outlook, SharePoint, Teams)  
- Project management (Click-Up) 
- AI tools (ChatGPT, Copilot) 
- QMS systems (IPW, Veeva, M-files) 
- ERP systems (Axapta) 
- EU regulatory databases (Eudamed, Eudravigilance) 

 
 

Education and degrees                            

 

2013: M.Sc. Public Health (Cand. Scient. San. Publ.), SDU Esbjerg 

2008: B.Sc. Nursing, UCL 

 
 

Certifications and courses                            

 

2025 - ISO 13485:2016 Clause by Clause training (BSI Training Academy) 
2025 - Advanced Risk Management for Medical devices and ISO 14971:2019 (Medical 
Device HQ) 
2024 - How to Create a Medical Device Risk Management Plan (Medical Device HQ) 
2024 - Introduction to Risk Management for Medical Devices and ISO 14971:2019 
(Medical Device HQ) 
2024 - Basiskursus i UDI generering for medicinsk udstyr (online) (GS1 Danmark) 
2023 - MedDRA coding of medication errors (MedDRA) 
2020 - Principles of pharmacovigilance – module 1 (Atrium) 
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2019 - Audit - GMP/GDP (Orifarm/Pharmakon) 
2017 - EU GMP-regler – krav og fortolkninger (Pharmakon) 
 

 

 

Language skills    Level 
 

Danish      Native 
English     Written and spoken fluent 
 

 

 

Professional background 

 

QA MED Solutions ApS 
August 2024 – present – Quality Consultant 
 
Key Responsibilities: 

- Technical documentation (MDR) 
- ISO 13485 QMS 
- ISO 14971 Risk Management 
- Internal audits 
- Authority inspections 
- Procedure development 

 
Achievements: 

- Supported multiple medical device manufacturers in achieving and maintaining 
compliance with the Medical Device Regulation (EU MDR 2017/745). 

- Contributed to the development and maintenance of compliant Technical 
Documentation, Quality Management Systems (ISO 13485) and Risk Management 
Files (ISO 14971). 

- Supported customers through successful Notified Body audits and authority 
inspections by ensuring regulatory compliance and inspection readiness. 

- Performed internal audits and identified opportunities for continuous improvement 
of quality management systems. 

- Developed and maintained quality procedures and documentation to support 
compliant and efficient business processes. 
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Orifarm Supply A/S 
2021 - 08/2024 - QA Specialist (GMP/GDP) and QPPV Deputy (GVP) 
 
Key Responsibilities: 

- Performing audits 
- Handling deviation reports 
- Compliance tasks 
- Writing and updating procedures 
- Maintenance of quality management system (M-files and Veeva) 
- Contact with authorities 
- Investigating and handling recalls 
- Handling claims and customer inquiries 
- Receipt, assessment, registering and reporting pharmacovigilance cases 
- Monitoring legislation 
- Supplier verification and approval 
- Authorization of national Danish patient information leaflets 
- Training new employees 

 
 
Achievements: 

- Maintaining a compliant Quality Management System in a highly regulated 
pharmaceutical environment. 

- Maintaining compliant pharmacovigilance processes, ensuring timely handling and 
reporting of safety cases. 

- Effective management of deviations, recalls, supplier qualification and continuous 
process improvements. 

Orifarm Generics A/S 

2019 – 2021 - Pharmacovigilance Specialist (GVP) 

Key Responsibilities 

- Receipt and assessment of pharmacovigilance reports 
- Creation of PSR og PSUR 
- Writing and updating procedures 
- Pharmacovigilance training of new employees 
- Handling deviation reports. 
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- Monitoring legislation 
- Handling customer inquiries 
- Responsible for 5 student assistants in the pharmacovigilance team.  

Achievements: 

- Maintained compliant pharmacovigilance processes in accordance with EU 
regulatory requirements. 

- Contributed to regulatory compliance through the preparation of safety reports, 
controlled documentation and continuous monitoring of regulatory changes. 

- Coordination and planning the daily work of five student assistants, ensuring high 
quality and timely delivery of pharmacovigilance activities. 

Orifarm Supply A/S 

2016 – 2019 - QA Specialist (GMP/GDP) and QPPV Deputy (GVP) 

Key Responsibilities: 

- Performing internal audits 
- Handling deviation reports  
- Compliance tasks 
- Writing and updating procedures 
- Maintenance of quality management system 
- Investigating and handling recalls 
- Handling claims and customer inquiries 
- Receipt, assessment and registering adverse reaction reports 
- Monitoring legislations 

Achievements: 

- Maintained compliance with GMP/GDP requirements through quality assurance 
and continuous process improvements. 

- Contributed to QMS by maintaining procedures, supporting internal audits, 
effective deviation management and implementation of corrective actions. 

- Supported patient safety and product quality by managing recalls, adverse event 
reporting and customer complaints in accordance with regulatory requirements. 

- Worked cross-functionally to ensure consistent compliance across quality, 
regulatory and pharmacovigilance activities. 

Orifarm A/S 
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2013-2016 – Regulatory Affairs Assistant 

Key Responsibilities: 

- Regulatory tasks and projects  
- Application for marketing authorisations 
- Maintenance of marketing authorisations 
- Creation and updating patient information leaflets and labelling 
- IT testing in relevant regulatory systems (inhouse developed) 

Achievements: 

- Supported the lifecycle management of marketing authorizations, ensuring 
continued regulatory compliance across a broad product portfolio. 

- Contributed to successful regulatory submissions through accurate preparation and 
maintenance of regulatory documentation. 

- Ensured compliant patient information leaflets and product labelling in accordance 
with applicable regulatory requirements. 

- Participated in regulatory projects supporting process improvements and 
implementation of new regulatory requirements. 

- Contributed to the validation and testing of in-house regulatory IT systems, 
supporting reliable and compliant regulatory processes. 

Odense Universitetshospital 

2008 – 2010 Registered nurse – B1 - Department of Cardiology. 
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