Curriculum vitae

Name Saima Hussain
Nationality Danish
Domicil Copenhagen, Denmark

Contact Information
Mail: saima@qgamed.dk
Homepage gamedsolutions.com

Personal Letter

As a Quality Consultant at QA MED Solutions, | help medical device companies navigate
complex regulatory and quality requirements throughout the product lifecycle. With over
a decade of experience in Quality Assurance and Regulatory Affairs across the medical
device and pharmaceutical sectors, | specialize in implementing, managing, and
improving Quality Management Systems aligned with global regulatory expectations.

I've worked hands-on across the full product lifecycle—from early development to
successful market launch—particularly with complex products that involve electronics and
software, including IVDs and Class I-Ill medical devices. This experience, combined with
roles in diverse and highly matrixed organizations, enables me to operate effectively in
complex environments and drive results across functions and stakeholders.

I'm motivated by a genuine passion for quality and strategic, practical problem-solving.
My goal is to give companies confidence and clarity in their regulatory journey so they
can move faster, reduce risk, and deliver safe, compliant products to patients and users.

Expertise:
- Quality Management Systems (ISO 13485, ISO 14971, 21 CFR Part 820, MDSAP)

- Global QMS process development, maintenance and improvement
- Risk Management (ISO 14971), Design Control, Life Cycle Management
- Regulatory, Technical File documentation, Quality (RMR)
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- Clinical documentation, author of CSR, CER, CEP, CDP

- Post Market Surveillance, author of PMS plan, PMCF report, SSCP

- Process, equipment, software and test method validation (URS, IQ/OQ/PQ, TMV,
CSsv)

- Tech Transfer, CMO oversight, vendor qualification

- Audits, internal, external and NB interaction

IT-skills:
- Microsoft 365 (Word, Excel. Powerpoint, Outlook)
- QMS systems (Veeva, Agile)
- Al tools (ChatGPT, Copilot, Claude)
- ERP systems (BMS)

Education and degrees

2011, Biomedical Science (B.M.L.T), Professionshgjskolen Metropol, Denmark

Certifications and courses

Advanced Risk Management for Medical devices and ISO 14971:2019 (Medical Device
HQ)

QMS Internal Auditor Training (Medico Industrien)

MDSAP Internal Auditor Training

GMP Course (Pharmakon)

Cleaning Validation Course (Key2Compliance)

Validation & Qualification Compliance Requirements (Key2Compliance)

Project Management & PRINCE2 Foundation (Mannaz)

Leadership in Practice (Connection Management)

Mini MBA (Connection Management)

Language skills Level

Danish Native
English Written and spoken Fluent

Professional background
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QA MED Solutions ApS
March 2026 — Present — Quality Consultant

Key Responsibilities:

- Technical documentation (MDR)
- 1SO 13485 QMS

- 1SO 14971 Risk Management

- Software (SaMD)

Pharmaceutical & Medical Device Client, Copenhagen
2023 - 2026, Sr. Consultant — Quality Oversight

Key Responsibilities:

- Review and approval of critical manufacturing documentation.

- Vendor Quality Assessments, planning and execution of CQV Master Plans and
PQP.

- Participation in FAT/SAT, I0OQ/PQ, and validation deliverables in Kneat GX

- QA/RA support in MDR compliance, technical files, risk management, and lifecycle
management.

Achievements:

- | streamlined the review and approval of critical manufacturing documents, so the
approval process moved faster while quality and traceability stayed solid.

- | planned and carried out supplier quality assessments, followed up on findings
and worked with vendors to close issues efficiently.

- | helped build clear CQV Master Plans and PQP’s that kept the schedule and
improve the documentation for audit-readiness.

- | supported quality review and approval of FAT/SAT and IOQ/PQ protocols and
reports. Closed the open deviation issued so we avoided delays later in the
commissioning.

- | supported QA/RA on MDR: Maintained and updated the technical file, risk
management to stay compliant.

Bavarian Nordic, Copenhagen
2023, Sr. QA CMO & Process Quality Risk Manager
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Key Responsibilities:
- Ensured quality oversight at CMOs, handling of NCR, CAPA, and deviations.
- QA review/approval of validation, stability documents, CoA, and batch records.
- Negotiated and implemented Quality Agreements.
- Led audits and inspection readiness for GMP compliance.

Ambu A/S, Copenhagen
2022 - 2023, Innovation Project Manager

Key Responsibilities:
- Led a cross-functional team of 20 (DK & Malaysia) for single-use endoscope
projects.
- Defined objectives, managed budgets, and ensured delivery on quality and
timeline.
- Oversaw development and transfer activities from R&D to manufacturing.

Ambu A/S, Copenhagen
2020 - 2022, Senior QA Innovation Engineer

Key Responsibilities:
- Design Control Lead for R&D projects and MDR transition.
- Risk Management and PMS Lead ensuring ISO 14971:2019 and MDR compliance.
- Trained new employees and led SME group for risk management.
- Supported audits and implemented CAPAs across global sites.

3Shape A/S, Copenhagen
2019 - 2020, Quality Product and Document Manager

Key Responsibilities:
- Managed documentation in Agile, ensured version control and regulatory
compliance.
- Led change management and cross-functional collaboration.
- Supported FDA audit readiness and internal MDSAP audits.

BluSense Diagnostics A/S, Copenhagen
2017 - 2019, QA/RA Manager
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Key Responsibilities:
- Maintained QMS per ISO 13485:2016 and performed supplier/internal audits.
- Led qualification and validation (equipment/software).
- Managed technical files, labeling, and PMS/Vigilance activities.

Agilent Technologies A/S, Copenhagen
2015 -2017, QA Validation Specialist

Key Responsibilities:
- Led validation and qualification for equipment, process, and software systems.
- Reviewed and approved URS, validation protocols, and reports.
- Supported CAPA and change control process improvements.

Agilent Technologies A/S, Copenhagen
2012 - 2015, Laboratory Technician

Key Responsibilities:
- Produced and purified antigens and antibodies for diagnostic applications.
- Conducted chromatography-based purification and performance testing.
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