QUALITY ENGINEER JOB DESCRIPTION

POSITION: Quality Assurance
DEPARTMENT: Quality
REPORTS TO: Quality Manager

SURROUND
MEDICAL

O)

Surround Medical Systems
175 Southport Drive, Suite 900
Morrisville, NC 27560
https://surroundmedical.com/

Interested persons should send a cover letter and resume to quality@surroundmedical.com. Please
reference “QE Position” in the subject of the email.

The Quality Engineer works closely with the engineering group to understand critical to quality design
characteristics/specifications; and performs reviews and release of custom hardware, sub-project, and
project DHF documentation, ensuring the products comply with mandatory regulatory requirements.

The candidate will help create, monitor, and improve ISO 13485 and 21 CFR 820 quality system
procedures to ensure compliance requirements are met efficiently and effectively and in support of
company objectives.

Duties include:

Quality assurance support in the design and development support of medical device products,
facilitating the application of design/change controls, risk management, quality plan, and
implementation of design and development plan.

Act as SME for key subsystems such as Design Control, Risk Management, Design Verification,
Design Validation, Process Validation, etc.

Provides QA support for internal Quality Systems growth.

Implements and maintains quality systems, policies, and procedures that ensure compliance
with ISO 13485, cGMP, FDA (i.e., 21 CFR part 11, 21 CFR part 803, 21 CFR part 806, 21 CFR part
20) and other applicable standards.

Quality oversight of internal and external process characterization project plans, protocols, and
reports.

Activities to include authoring, issuance, and review of regulated documents and ensure
processes and products comply with current Good Manufacturing Practices and 21 CFR 820.
Review and approve project documents to ensure adequate coverage for the project's defined
scope.

Knowledge of cGMP, FDA/EMA regulations.

Support regulatory inspections by FDA and foreign regulatory agencies.

Other duties as needed.

Experience:

BS in Engineering (or equivalent) and a minimum of 6 years' experience in the regulated medical
device industry as a Quality Assurance Engineer supporting new product development is
preferred.

Excellent Quality System knowledge required. Practical experience with ISO 13485, FDA Quality
System Regulations, Good Manufacturing Practices, Good Documentation Practices, ISO 14971,
and other applicable standards.


https://surroundmedical.com/
mailto:quality@surroundmedical.com

e Working knowledge of principles, concepts, and practices for design and development activities,
Risk Management, FDA 510K submissions, and ISO Regulations.
e MasterControl experience preferred.

Functional/Technical Knowledge, Skills, and Abilities Required:
e Advanced proficiency in Microsoft Office products.
e Excellent communication (written and verbal) skills.
e Excellent organization skills.
e Must be able to work independently and in a team environment.
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