IZIEL JOB DESCRIPTION — SR. PROCESS VALIDATION
: HEALTHCARE ENGINEER

Sr. DESIGN ENGINEER (MECHANICAL DESIGN) ID: 13102020

Employees are the key to success in our organization. We value our employees and their skills in
furthering the cause of helping lives. This opportunity is in the IZiel Healthcare division. 1Ziel Group
is in the business of providing engineering and regulatory services, engineering design and analysis
and resource placement services. We work with global medical device manufacturers, automotive,
engineering and oil and gas clients. Thorough leadership, robust work planning methodology and
exceptional customer service are the key enablers of our success.

POSITION DESCRIPTION:

Provide Engineering Leadership at 1Ziel for medical device development, product lifecycle from gap
assessment, engineering documentation, process validation (IQ, OQ, PQ, TMV, TMD) to
acquisition & integration of projects for medical device companies. Project management
responsibilities include the coordination and completion of projects on time within budget and within
scope. Oversee all aspects of projects, set deadlines, assign responsibilities and monitor and
summarize progress of project along with teammates in US & Europe. Present reports to upper
management regarding project status.

POSITION RESPONSIBILITIES:
e Responsible for new product development or equipment design for medical devices.

e Maintain current working knowledge of the key international standards, regulations and
regulatory guidance that govern the medical devices industry, medical electrical equipment.

e Coordinate with Project Lead of Partner company and develop concept designs

e Conduct product design and development in accordance with CE & FDA regulations
relating to medical device design and manufacture.

e Understand Customer Requirements, Specifications and accordingly make
recommendations/ improvements for existing concepts

e Responsible for New Product Design and Development.

e Discuss details, DAP with customer to match their requirements

e Provide support to manufacturing & assembly team to resolve queries.

e Managing overall design operations with a view to ensure strong design with relatively
competitive delivery time using effective design and management techniques.

o Leading automation projects from design concept to implementation, have to ensure correct
design, accurate manufacturing, successful commissioning and cost control of various
automation and SPM projects.

e Create 3D Models, Assemblies, Drawings, Design Documents & Machine Manual.
Verification of CAD & ERPBIll of Material, perform tolerance analysis and ensure design for
manufacturability.

e Conceptual Sketch, CAD presentation, Simulations of new project for presenting
functionality and application to customer.

o Proficient in Design & development of Coordinate Measuring Machine & Instruments,
various Mechanisms for SPM, Jigs & Fixtures for automotive component measurement &
holding.

DESIRED/PREFERRED QUALIFICATIONS:
e Experience — 8+ years in Mechanical Design.
Diploma or Degree in Mechanical Engineering or others
Willingness to travel, if required
Strong Communication Skills (Written & Oral)
Team Player
Technical Writing
Experience in client co-ordination
Experience with basic statistics and/or reliability methodologies.
Detail oriented, ability to read various standards and guidelines & define implementation
details
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