
  

  

QA MED Solutions 
Fynsvej 9, DK-5500 Middelfart – info@qamed.dk - +45 53 60 58 85 

1 

 
 
 

Curriculum vitae 

 

Name Rikke Nygaard 
Nationality Danish 
Domicil Middelfart, Denmark 

 
Contact Information 
Phone +45 24 65 58 85 
Mail: rikke@qamed.dk 
Homepage qamedsolutions.com 

 

Personal Letter 

In my role as CEO, founder and Visionary in the EOS structure at QA MED Solutions, I advise medical 
device manufacturers, distributors and importers on practical implementation of regulatory and 
quality requirements. My work is centered on translating MDR, ISO 13485 and product-specific 
requirements into usable technical documentation, quality management systems and clear regulatory 
decisions. 

As the Visionary, I am naturally curious, forward-looking and driven by development, opportunities 
and new ways of creating value for customers. At the same time, an important part of my leadership 
is balancing this drive with clarity, prioritization and support for my team, so ideas are translated 
into focused initiatives, strong execution and a sustainable working environment. 

I combine many years of hands-on product experience - particularly within medical gloves and 
single-use medical devices - with strategic regulatory understanding and pragmatic implementation. 
I work closely with management teams, PRRC functions and operational teams to build documentation 
and processes that are compliant, maintainable and meaningful in daily practice. 

My approach is practical, risk-based and commercially aware. I focus on helping organizations 
understand what applies to their products, how to document compliance, and how to create quality 
systems that support patient safety, business continuity and regulatory confidence. 

Expertise: 
- Medical Device Regulation (MDR), CE marking, classification and regulatory strategy 
- Technical documentation, GSPR, risk management, clinical evaluation, PMS and PMCF 
- Quality Management Systems according to EN ISO 13485 
- Internal and external audits, supplier control and outsourced process oversight 
- PRRC support, compliance review and regulatory decision-making 
- Medical gloves, EN 455 standards and product-specific compliance requirements 
- PPE legislation and interface between medical device and PPE requirements 
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IT-skills: 
- Microsoft 365 (Word, Excel, PowerPoint, Outlook) 
- Project and quality management systems (ClickUp, IPW and related QMS tools) 
- Regulatory monitoring and databases (EUR-Lex, MDCG, EUDAMED and national authority 

sources) 
- AI tools used for regulatory drafting, documentation support and workflow optimization 

 

Education and degrees 

2022, Lifeachiever - positive psychology in management 
2016, Graduate Certificate in Business Administration (not completed) 
1996-1998, Laboratory Technician, Kolding Technical School and Biochemical Institute at University 
of Odense 
1994-1996, Export Engineering, University College Horsens Engineering (not completed) 
1990-1993, High school (linguistic), Tonder High School 

 

Certifications and courses 

2023, Lead Auditor EN ISO 13485 
2020, EN 60601-Series - safety and risk management for medical electrical equipment and systems 
2020, Design Control for Medical Devices 
2019, Quality Management for Medical Devices and ISO 13485 
2019, Internal Auditing for Medical Devices Companies and ISO 19011 
2019, MDD to MDR Transition Training Course 
2017, The coming EU landscape - MDR 
2015, Management course in appreciative communication 
2012, Product Development and FDA Approval Process for Medical Devices 
2010, Clinical Evaluation of Medical Devices 
2007, Establishing Compliance with the Medical Device Directive 93/42/EEC (CE Marking), Dansk 
Standard 
2007, CE labelling of Medical Devices, Dansk Standard 
2005, Basic GMP, Pharmakon 

 

Language skills    Level 

Danish     Native 
English     Written and spoken fluent 
German     Negotiation level 
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Professional background 

QA MED Solutions ApS 
2016 - now, CEO and founder / Regulatory Affairs and Quality Consultant 

Key Responsibilities: 
- Advise medical device companies on MDR implementation, classification, regulatory strategy 

and CE marking 
- Prepare, review and improve technical documentation, including GSPR, risk management, 

clinical evaluation, PMS/PMCF and declarations of conformity 
- Build and implement quality management systems with focus on EN ISO 13485 and practical 

daily use 
- Support manufacturers, distributors and importers in understanding and fulfilling their 

regulatory obligations 
- Act as PRRC or external regulatory sparring partner for selected customers 
- Plan and conduct internal audits, supplier audits and follow-up audits 

 

Achievements: 
- Built QA MED Solutions from an independent consultancy into a specialized regulatory and 

quality team 
- Supported a broad range of companies with MDR transitions, technical documentation and 

QMS development 
- Established a strong professional position within practical MDR implementation, especially for 

class I and low-risk medical devices 
- Combined regulatory consultancy with hands-on product and business understanding from 

sourcing, tenders and market requirements 

 

MediPart ApS 
2018 - now, Managing Director 

Key Responsibilities: 
- Manage product portfolio, supplier relations and sourcing of medical gloves from Asia 
- Monitor market trends and customer requirements to ensure the right products and 

documentation are available 
- Guide customers and suppliers on MDR implementation and product-specific regulatory 

requirements 
- Support tender responses and customer-specific documentation in different European countries 

 

Achievements: 
- Returned to the company originally founded in 2005 and combined management 

responsibilities with the development of QA MED Solutions 
- Maintained strong supplier and customer relationships within the medical glove market 

 

Abena Global Supply A/S, Aabenraa 
2011 - 2016, Global Category Manager - Medical Gloves 
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Key Responsibilities: 
- Develop sales strategies for medical gloves in cooperation with Danish and European sister 

companies and partners 
- Manage sourcing from Asia, supplier guidance and follow-up on product development 
- Prepare and maintain technical documentation and CE labelling for medical devices 
- Support hospital tenders in Denmark and other European markets including Sweden, UK, 

Germany and Norway 
- Manage the Glove Team and the Compliance Team 

 

Achievements: 
- Contributed to more than 200% growth in the medical glove business during the years at 

Abena 
- Expanded responsibilities from product management to category management across 

European markets 
- Developed strong experience in combining product compliance, sourcing, tender requirements 

and commercial strategy 

 

Abena A/S, Aabenraa 
2008 - 2011, Product Manager - Medical Gloves 

Key Responsibilities: 
- Responsible for product management, marketing support and customer guidance for medical 

gloves 
- Provide sales training and assist customers in product selection 
- Guide suppliers on EU medical device requirements and prepare technical documentation 
- Prepare and respond to Danish tenders 

 

MediPart ApS 
2005 - 2008, Self-employed / Founder 

 

Key Responsibilities: 
- Started a new company focused on medical gloves and customer-specific regulatory support 
- Sourced products from Asia and followed market trends to identify relevant products 
- Guided customers and suppliers on the Medical Device Directive and prepared technical files 

for customers 
- Developed differentiated glove solutions, including collaboration with the Allergy Center for 

Hairdressers and Cosmeticians in Denmark 

 

Pharma Nord ApS, Vojens 
2004 - 2005, Regulatory Affairs Assistant 

Key Responsibilities: 
- Cooperated with colleagues across EU countries on regulatory and packaging material tasks 
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- Prepared box texts, package inserts and label texts and proofread printed packaging 
material 

- Responsible for implementation of packaging updates for food supplements in 25 countries 
under the new supplements directive 

 

EN MediPart Vertriebsgesellschaft mbH, Flensburg 
1999 - 2004, Commercial Technologist 

Key Responsibilities: 
- Prepared technical documentation for medical gloves and followed up on orders, suppliers 

and testing 
- Provided customer guidance and reviewed packaging material layouts 
- Implemented various product and documentation requirements with suppliers 
- Supported recruitment of staff 

 

Professional standardization work and international experience 

Participated in the European working group CEN/TC 205/WG 3 for medical single-use gloves from 
2007 to 2021 and chaired the Danish working group under Dansk Standard from 2013 to 2021. 

Experience working abroad includes traineeships in Malaysia and Indonesia. In addition, extensive 
professional travel in Asia, China and Europe visiting suppliers and customers. 

 

Other information 

Hobbies: Sailing, running, fitness training and travelling 
 
Latest update: 3 July 2026 
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