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Manufacturing & Supply Chain Quality Engineer

Location: Shanghai
Starting date: ASAP
Nationality: Local or international profile

About the company :

Our client is a medtech company committed to advancing surgical precision through the
development of digital surgery and robotic systems.

Mission:

e The Manufacturing & Supply Chain Quality Engineer defines and implements quality and
compliance actions related to procurement within the Country (China).

e He/she conducts pre-audits and audits according to applicable standards (1SO9001-13485,
21CFR part 820, FDA) to verify compatibility with company’s purchasing specifications.
He/she ensures product conformity before shipment.

e He/she works in tandem with a Supply Chain & Sourcing Engineer.

¢ Management of the budget for the quality, production, forecasting, and monitoring aspects,
in coordination with the manager in France and the United States.

¢ Management of safety and applicable regulations within the Country and in the destination
countries for goods (France or United States).

¢ Management of quality objectives and annual production objectives.

Key Responsibilities:

e Implementation of the Quality Approach

o Implement, support, and monitor quality procedures within the entity where he/she
works.
Organize awareness and training actions for personnel on quality issues.
Participate in drafting quality procedures and ensure document follow-up.
Negotiate technical and human improvements internally with production,
purchasing, supply, R&D, and sales departments to achieve quality objectives.

o Participate in the administrative setup and follow-up of accreditation or certification
requests.

o Prepare files for certification bodies and monitor visits by audited services.

¢ Monitoring and Control of Quality Indicators

o Develop indicators and create quality monitoring dashboards.

o Monitor and track indicators used to verify that manufactured products comply with
applicable standards and procedures defined within the certification framework.

o Organize tests and inspections to release products at supplier sites. Analyze non-
conformities and implement appropriate corrective and preventive actions if
necessary.

o Plan and organize supplier audits in compliance with standards and the company's
quality policy.
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o Prepare and communicate a weekly summary on manufacturing process quality,
highlighting variations and forecasts for the upcoming week.
Analyze discrepancies between forecasts and actual results.
Define investments or process improvements accordingly.

e Relationships with Various Partners
o Amend product specifications based on customer requirements and escalate their
requests.
o Raise awareness on-site among all stakeholders about the importance and
challenges of adhering to the quality approach.
o Monitor suppliers' and subcontractors' compliance with quality criteria.

¢ Regulatory Monitoring
o Liaise with various quality engineers within the group and follow the policy defined
and implemented within the group.

e Possible Additional Activities
o Accompany external contacts during factory visits.
o Participate in the implementation of production management software or an ERP.

Requirements:

¢ Knowledge:

o Know the principles of quality management according to ISO 13485, FDA, 21 CFR Part
820.

o Have technical fundamentals in mechanics, plastics processing, industrial assembly
processes, and non-conformity resolution.

o Good knowledge of safety regulations and environmental standards for a production
site.

o Knowledge of export regulations to France and the United States.

e Technical Skills:
o Master manufacturing processes, mechanics, plastics processing, electronics, etc.
o Master production management software: configuration and use to meet the
company's QMS and manufacturing needs.
o Management techniques (conflict management, active listening, objective and
priority management, team motivation).
Master the writing of customer requirement traceability documents / MMM.
Master project management methods and tools (including planning).
Master the requirements of the documentation database (design files).
Master an ERP-type management system.
Good command of technical English.
Master the Office package.
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e Behavioral Aptitudes & Skills:
o Ability to work collaboratively on technical files covering various fields (medical
device regulations, electronics, mechanics, sterilization processes).
o Implement measures to ensure alignment between customer expectations and the
company's project deliverables.
o Leadership (ability to make decisions).
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o Priority management.

o Autonomy.

o Teaching skills (training teams and providing advisory support).
o Assertive communication: listening, paraphrasing.

Qualifications:

o Mandatory spoken languages: French or English.

o Knowledge of robotics or mechatronics.

o Education: Bac +2/3 to Bac +5 level education: in industrial production management,
process engineering, production engineering... or significant experience in the field.
Experience: Minimum of five years in industrial production.

O

o Travel: Regular business trips to technical partners' sites within China, and occasional
travel to France for training purposes.

o Required authorizations and/or certifications: Valid driver's license and compliant

travel documents.
Application:
Please send your English CV and cover letter to:

sh-recruitment@ccifc.org
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