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JOB DESCRIPTION
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TITLE: R&D Engineer
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REPORTS TO: R&D Management
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DEPARTMENT: R&D
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SUMMARY / RESPONSIBILITIES:
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This position will be assigned to assist in all phases of design and development of medical devices from concept work through
detail product development and new product introduction manufacturing. They will participate in creative brainstorming,
conceptualization, and realization (prototyping) of new devices independently and in conjunction with other engineers.
Responsibilities will include creative problem-solving, hypothesis testing, test method development, design documentation,
specification setting, prototyping, testing, data analysis, and report generation.
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ESSENTIAL DUTIES AND RESPONSIBILITIES:
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Technical Design & Innovation
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Work collaboratively but act autonomously to research, design, and develop new products and improvements for
current product.
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Participate in and/or lead brainstorming sessions to generate new intellectual property and work with senior staff
and/or attorneys in writing and researching patent claims.
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May work directly with customers to determine needs in product design, user interface, and possible integration
of products with other medical systems or products.
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Assist in the design of new products or product enhancements in a cost-effective and timely manner and with an
understanding of how the product will be manufactured.
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This job description is not all inclusive. Incumbents may be required to compl.
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Design Controls & Compliance
> rEma St WITRA EREATA SRR A SR URA -
Create detailed specifications, construction of prototypes, and testing of new products or current product
enhancements.

> OB IREFIETR R RFENGASRRE R
Design and develop studies and experiments, execute product testing and protocols in accordance with project
plans.

> OET R EEE AERRPEL LR AL U
Research, evaluate, recommend, and/or select vendor/contract manufacturer choices for designs.

> P EREERRP R L HEER -
Research, evaluate, and recommend material choices for designs.
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Ensure that product documentation is in accordance with Quality System requirements.

> OTRGRERT FVR O AR BRI o
May provide user training and contribute to the development of support materials as required.
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May lead or contribute to the process of transferring product from development to manufacturing including
process development, fixture design, and process validation.
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Create documentation including design drawings, testing reports, engineering reports, and other technical
documents in accordance with our quality system requirements.
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Ensure technical activities are properly documented.

> fifpfad T AFEETEE AR ST RE SRR e
Actively promote and support the Quality Management System, Quality Objectives, and Quality Policy.

o ARGELBEIFLIT
Project Leadership & Collaboration
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May supervise the activities of technicians in completing device testing/inspection and prototype construction.
P& R ok AH R SAERTERL A T 20% 206
Perform job functions safely and effectively. Ensure that employees under their supervision are adhering to the
safety procedures of the company.
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Inform responsible personnel of concerns involving product quality.
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Clinical & Regulatory Support
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Will interact with research physicians to identify potential product and further market opportunities.

> 42 510(k) ~ PMA 2 CE Mark i ¢ 375 2 $ivh i & Sedp T 42
Provide technical rationale and data for 510(k), PMA or CE Mark regulatory submissions.

> RERFREIFNZALFTERBMPOEL R 1 RRREE 2 EFH
Provide engineering testing and documentation that is in accordance with regulatory requirements for approvals
of products by the US and foreign regulatory agencies.
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Perform job functions in a safe and effective manner.
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Other duties as assigned.
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Qualifications & SKkills:
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Education & Experience
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Bachelor’s degree in Engineering: mechanical, biomedical, or related discipline and 3+ years of related
experience or a Master’s degree without experience; or equivalent combination of education and work experience
in the medical device or related regulated industry.

EE TR FNES:I L ST
Experience in endovascular techniques and devices a plus.

> RRPTATG I AP D 2 A0 M S5
PreV1ous experience in product design from concept to regulatory marketing approval

> B LFL'g FISH E ST 1 IR 55 0 B4 GMP ~ ISO 9001 ~ ISO 13485 2 MDD -
Experlence working under regulated quality systems such as GMPs, ISO 9001, ISO 13485 and the MDD.

> LA B AR R K
Familiar with Design Control procedures and requirements.
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Technical Competencies

> RE L r#ct (4 Minitab 2 57 02 3088 )
Statistical Analysis Software (Minitab or similar).
> 3% CAD # %8 (SolidWorks ~ ProE # #f 7 #ic 48 )
CAD (Solidworks, ProE, similar).
> ORHEEREAIRE (BF 2R AR E) %@ -
Operation of machine shop equipment (mill, lathe, drill press, etc.) a plus.
> B O3DFIErR sk
Operation of 3D printing equipment a plus.
> ERBEAZELFRECEELNS o
Demonstrate excellent written and verbal communications skills (English).
> BB * Microsoft Office #c 4§ o
Proficiency with Microsoft Office products.
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Soft Skills
> ORENMEAI LS 3R
Knowledge of problem-solving tools and methodologies.
> bz aeERkxo @R e T
Ability to complete projects individually as well as part of a team.
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Must be able to perform multiple tasks concurrently with accuracy.
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SUPERVISORY RESPONSIBILITIES:
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May supervise technician-level staff.
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WORK ENVIRONMENT:
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Work includes potential exposure to human bloodborne pathogens or other potentially infectious materials.
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Work includes potential exposure to radiation sources such as fluoroscope in a catheter laboratory setting.
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Work includes potential exposure to chemicals.
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Occasional travel to clinical sites or manufacturing facilities.
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Ability to work in a Controlled Environment Room (Cleanroom) as required.
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