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Full-time Employee:  26 years, 7 firms

Roles:  Quality Assurance, Regulatory Affairs, Operations

Position Company Product Types 
QA Lab Manager CR Bard Cardiology devices
QA/RA Manager Du-MED Intravascular ultrasound devices
QC Manager PS Medical / Medtronic Neurosurgical implants
RA/QA Director Symphonix / MED-EL Active implantable hearing devices
RA/QA Director Decibel Hearing aids
RA/QA Director Corvascular Drug/device combination for beating heart surgery
QA/Operations VP Concentric Medical / Stryker Neurovascular thrombectomy devices

Sam Lazzara – Employee Work Experience
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Sam Lazzara – Quality System Consulting Clients
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82 medical device 
quality system 
clients since 2002



Sam Lazzara – Quality System Consulting Clients
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Medical Device Quality System Documents & Services
• Culmination of Sam Lazzara’s 40+ year medical device career, 

involving over 90 companies

• Streamlined for lean, efficient compliance with worldwide 
regulations and standards
o ISO 13485 Medical Device Quality Management Systems
o ISO 14971 Medical Device Risk Management
o USA FDA 21 Part 820 Quality Management System Regulation
o Europe Medical Device Regulation 2017/745
o Canada Medical Devices Regulation SOR/98-282

• Continually improved after hundreds of internal audits, and 
dozens of external audits performed by the following 
regulatory bodies:
o United States Food and Drug Administration (FDA) 
o California Department of Health, Food and Drug Branch (FDB)
o European Notified Bodies: 

BSI, DEKRA, DQS, LNE/G-MED, NSAI, TÜV SÜD, Others
o Japan Ministry of Health, Labor and Welfare (MHLW)

• Designed to be operated electronically via cloud-based storage
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Medical Device Quality System Documents & Services



Standard Operating 
Procedures, Forms

Quality
System
Manual
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Level 1 – Fully provided – 3 QSM documents

Level 2 – Fully provided – 21 SOPs & 60 Forms

Level 3 – Templates provided – over 140

Medical Device Quality System Documents & Services

Level 4 – Numerous Excel Logs

Level 0 – Regulations, Standards, Guidelines - Referenced
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