USQC Healthcare & Medical Device
Profile

Healthcare Industry Expertise

Patient Safety Focus Medical Device Leadership
USQC specializes in healthcare quality Our medical device experts help
management systems that prioritize manufacturers  navigate = complex
patient safety, regulatory compliance, regulatory requirements, implement
and continuous improvement in robust quality systems, and achieve
healthcare delivery across all care global  market access through

settings. comprehensive certification programs.



Healthcare Certifications

Healthcare Quality

ISO 9001:2015 - Quality Management
Systems

ISO 15189 - Medical Laboratory
Quality

ISO 14155 - Clinical Investigation of
Medical Devices

JCI Standards - Joint Commission
International

Safety & Risk Management

1ISO 45001:2018 - Occupational
Health & Safety
ISO 31000 - Risk Management

IS0 22301 - Business Continuity
Management

1ISO 27799 - Health Informatics
Security

Medical Device Standards

ISO 13485:2016 - Medical Device
Quality Management

ISO 14971 - Medical Device Risk
Management

1ISO 62304 - Medical Device Software
ISO 10993 - Biological Evaluation

Environmental & Energy
1ISO 14001:2015 - Environmental

Management

ISO 50001:2018 - Energy
Management

Green Healthcare - Sustainable
Practices

Waste Management - Medical Waste
Compliance

Healthcare Sectors We Serve

Hospitals Medical Laboratories

& Health Systems Devices Pharmaceuticals & Diagnostics

Manufacturing & Biotechnology

Mental Health
& Ophthalmology Services

Home Dental Vision Care
Healthcare Practices

Services



Healthcare Training Programs

Medical Device Quality
ISO 13485 Lead Auditor &

Implementation Training

Regulatory Compliance
FDA, CE Mark, Health Canada & Global

0

Regulations

0

Healthcare Quality
Patient Safety, Quality Improvement &

Risk Management

Clinical Risk Management
Clinical Governance, Incident

Management & Root Cause Analysis

Regulatory Compliance Support

Global Regulatory Bodies

e FDA (Food and Drug Administration) -
USA

e EMA (European Medicines Agency) - EU
e Health Canada - Canada

e TGA (Therapeutic Goods
Administration) - Australia

Healthcare Benefits

Patient Safety
Improved patient outcomes

and safety

Market Access
Global regulatory compliance

and market entry

Key Regulations

MDR (Medical Device Regulation) - EU
QSR (Quality System Regulation) - FDA

HIPAA (Health Insurance Portability) -
USA

GDPR (General Data Protection) - EU

Operational Excellence
Streamlined processes and

reduced risks



Case Study: Medical Device Manufacturer Success

Innovative Medical Device Startup

Challenge: A medical device startup developing innovative cardiac monitoring devices
needed I1SO 13485 certification and FDA 510(k) clearance to launch their product in the US
and European markets.

Solution: USQC provided comprehensive support including quality management system
development, risk management implementation, clinical evaluation support, and regulatory
submission guidance.

Results: Achieved ISO 13485 certification in 9 months, received FDA 510(k) clearance,

obtained CE marking for EU market, and successfully launched product generating $5M in
first-year revenue.

Digital Health & Telemedicine

Digital Health Solutions

Software as Medical Device (SaMD) Telemedicine & Remote Care

e |EC 62304 - Medical Device Software e Telehealth Platform Certification

e |SO 14971 - Risk Management for SaMD ¢ Remote Patient Monitoring Systems

e FDA Software Validation Guidance ¢ Data Privacy and Security Compliance

¢ Clinical Evaluation of Digital Health Tools e Interoperability Standards (HL7, FHIR)

Ready to Enhance Healthcare Quality? B admin@usqc.us

Contact our healthcare and medical device wiww.usqc.us/healthcare

experts Schedule your healthcare quality

consultation




