Daniel J. Summers					408-891-8392
Santa Clara, CA –  Open to Travel, Remote, Hybrid & On-site
 Dan Summers | LinkedIn   Dan.Summers@outlook.com   https://www.dansummers.net/

Experienced Quality leader, specializing in medical device quality, development, operations, and program management. Recognized for driving 12 ophthalmic system programs, including groundbreaking LASIK technologies, from concept to billion-dollar revenue. Expert in regulatory compliance (FDA, ISO, ANSI), Health Hazard Evaluations, Corrective Actions, Recalls, CAPAs, Remeadiation for on market devices, 483 and warning letter action plans.
Areas of Expertise
Medical Device Research | Development Leadership | Operations Management | Program Management | Regulatory Compliance (FDA, ISO, ANSI) | Technology | Team Motivation | Migration | Mergers and Acquisitions Integration | Demand Flow Technology Manufacturing | Budget Management | Commercialization | Excimer Laser Technologies | Team Motivation | Project Leadership | P&L Management | ISO Standards (ISO 13485, ISO 9001) | 21 CFR Part 820 Compliance | System Design | Risk Assessment (ISO 14971) | CE and FDA Approvals | PLM and MRP Implementation | Strategic Planning | Product Design and Development | Feasibility and Laboratory Testing | Verification and Validation | System Design (IEC60601) | Project Management | Patent Issued US 9,427,357 B2

EXPERIENCE

Ayuda Medical Inc.  Santa Clara, CA	2024 – 2026
Quality
· Engineered requirements for an innovative Oximetry/Accelerometer wearable device.
· Instituted a Quality Management System (QMS) compliant with 21 CFR part 820 and ISO 13485.
· Created and released a Quality Manual outlining 13485 compliance with Ayuda processes
· Facilitated clinical trials at UCSF.
· CM selection, IEC60601 approvals, and device transfer.
· Post Market Surveillance process creation.

Eyelight Innovations Inc.  Santa Clara, CA	2018 – 2023
Development/Quality/Operations/Laser Technology Expert
· Developed requirements for a novel MIGS Guided ELT system, ensured compliance with regulations, established corporate infrastructure, software design, and facilitated regulatory approvals.
· Key Skills: Program Management, Regulatory Compliance, Technology Migration, Demand Flow Manufacturing
· Launched Eyelight Innovations Inc. as a new startup, overseeing the entire formation process and bylaws creation.
· Successfully managed a budget exceeding $15MM, demonstrating strong ﬁnancial acumen.
· Led the development eﬀorts for a cutting-edge MIGS Guided ELT system, from concept to compliance with 21 CFR part 820 and ISO 13485.
· Led the disposable development for the GELT system ensuring biocompatibility and sterility compliance of the finished SKU.
· Created corporate infrastructure and procedures to adhere to ISO 13485 & 9001, facilitating CE and ETLc approval.
· Implemented PLM, MRP (ERP), QMS, and other cloud-based systems.
· Devised a comprehensive 15-year Proforma outlining all costs and projections, showcasing a strong strategic outlook.
 
ClerioVision Inc. 	2015 – 2020
Director of Development, Compliance, and Operations
Rochester, NY
· Led technology transfer from U of R Optics labs to ClerioVision for LIRIC systems, ensuring safety compliance. Conducted clinical trials in San Salvador Eye Clinic, achieving successful short-term refractive results.
· Key Skills: Development, Compliance, Program Management, Quality Assurance
· Managed a team responsible for the development of high-speed laser scanning systems.
· Managed the team responsible for the disposable patient interface design and release including compliance approvals.
· Oversaw a budget exceeding $12MM, demonstrating strong ﬁnancial management skills.
· Drove system development from conception to release, ensuring compliance with ISO standards, including 13485, 21 CFR part 820, 62304 (S/W), and 14971 (risk).
· 486 FDA compliance projects.
· Led successful clinical trials of the LIRIC system in Central America, completing 36 eye trials within 2 years of concept.

Abbott Medical Optics	1986 – 2015
Director of Operations Engineering (Manufacturing)/Program Management
Milpitas, CA
· Oversaw product lifecycle management across multiple product lines, ensuring quality and compliance. Managed new product launches and facilitated design transfers, achieving Six Sigma Black Belt certiﬁcation.
· Key Skills: Operations Engineering, Program Management, Compliance, Budget Management
· Quickly resolved HVPS failures, saving $350,000 per week, and minimizing two-week downtime, resulting in total savings of $700,000.
· Field action for removal from use of older down revision systems per 21 CFR part 806.
· Assisted with field actions and alignment for all FSB *Field Service Bulletins) and directives.
· Remediation for STAR Excimer Laser LASIK system.
· IEC60601 compliance approvals for all Abbott Laser Products.
· Risk assessment and Hazard Analysis for all Abbott Medical Products.


Key Skills: Pulsed Power design and development for medical devices, mixed signal circuit design, 
■ Designed the pulsed power Module, HVPS, and control system for the new Excimer Impulse Laser system which I then migrated into the VISX Star system for the first LASIK (PRK) use. 
AAO and ASCRS current Laser Safety Team Member
EDUCATION
Bachelor of Science (Equivalency), Engineering Technology
Cogswell Polytechnical College: Exceeds degree qualifications based upon a combination of college courses and progressive roles across the medical device industry
Associate of Science, Electrical Engineering Technology
North Shore Community College

DEVELOPMENT CERTIFICATION
· Training & Development: High Power Work Teams, Toyota Production Systems, AMA Management Courses, Actions for Results Project Management Courses, Advanced Project Management Courses, McKinsey & Co training
· Certiﬁcations: Six Sigma Black Belt, Six Sigma DOE

References:

Dr. Michael S Berlin MD, MSc, FAOO 	Founder and CEO/CMO EyeLight Innovations 
berlinbox@gmail.com, 1 (310) 766-2111, https://www.linkedin.com/in/michael-s-berlin-md-msc-faao-526327109/
Direct Supervisor (4 years at EyeLight Innovations)

Mikael Totterman 			Founder and President Cleriovision Inc.  	
Mtotterman@cleriovision.com, 617 216 7881,  https://www.linkedin.com/in/totterman/
Direct Supervisor (5 years at Cleriovision)

Michael Hite				CEO of Ayuda Inc
mhite @ Ayudawear.com, 1 206 697-5817, https://www.linkedin.com/in/michael-hite-ayuda/
Directly reported to Michael

