
Senior Quality Engineer

About Us

HepQuant, LLC is a pre-commercial stage liver diagnostics company with unique, patented and
patent-pending technology for assessing liver function of patients with chronic liver disease. HepQuant
technologies, have been advanced with the intent to profoundly impact the liver disease landscape –
including the research, treatment, and patient communities – with diagnostic products that are accurate
and minimally invasive. HepQuant is focused on becoming the gold standard for measuring liver health
across the full spectrum of disease severity in a cost effective and minimally invasive way to patients
across the globe.  The company recently submitted it first PMA for its HepQuant SHUNT™ test and
anticipates approval in 2024.  The HepQuant STAT™ test recently received a preliminary product
classification as a device, opening the door for an accelerated pathway to FDA approval.

General Job Responsibilities

The Senior Quality Engineer will manage, maintain, and improve our robust Quality Management System
(QMS) processes and methods, ensuring alignment with applicable FDA, QSR, CAP/CLIA and ISO 13485
requirements, and will utilize metrics to continually improve quality processes and efficiency.

Report to: Senior Manager of Quality Assurance

Accountabilities & Responsibilities

● Provide quality engineering support in design, development and commercialization of medical
device and combination products.

● Responsible for creating and management of quality aspects of design controls and ensuring that
there is clear traceability from design planning to commercialization.

● Develop and/or review design history technical files for conformance to applicable requirements
and regulatory standards.

● Review all design changes to ensure that the documentation includes the necessary
justifications, validation and verification updates, risk assessment etc.

● Create a risk management plan, perform product risk assessment, facilitate the failure mode
effects analysis, and create a final risk management report.

● Facilitate the application of design controls in product development and sustaining changes.
● Manage design control and master validation process and documentation including the

validations of Production processes and tooling documentation, MVP, IQ, OQ, PQ, PPQ, Test
method validation.

● Review new or modified product designs for quality characteristics, including manufacturability,
serviceability, testability, reliability, and product requirements.

● Perform or provide support for product complaint investigations and ensure rapid resolution of
product complaints and/or safety issues.

● Manage risk management process and post market feedback review and updates, including but
not limited to continuously improving the risk management process, performing or supporting
audits (internal, external, and by regulatory agencies) and risk-based supplier assessments,
ensuring effective issue/complaint investigations, root cause analysis, risk assessments and
implementation of change control, and corrective and preventive actions to the adhered
timelines as appropriate, and other risk assessment activities.



● Performs other duties as required.

Skills/Knowledge Required:

● Bachelor’s degree in related science or similar technical discipline is required.
● 4+ years’ experience and proven record of successful experience with all phases of product

development lifecycle, including concept, design, implementation, verification, and validation
activities necessary for product commercialization for devices or combination drug/device.

● Experience with managing contract manufacturers and suppliers is desirable. Experience with
software documentation is preferred.

● Willingness to be part of a fast-paced organization. Effective communication, collaboration and
negotiation skills.

● Strong problem-solving and analytical ability and demonstrated ability for critical thinking,
problem solving and innovation.

● Advanced experience with Microsoft Project, Word, PowerPoint, Excel, Grand Avenue Software
(a must)

Work Environment & Physical Demands
The work environment characteristics described here are representative of those an employee
encounters while performing the essential functions of this job. The physical demands described
below are representative of those that must be met by an employee to successfully perform the
essential functions of this job.

The employee must occasionally lift and/or move up to 25 pounds (lifting boxes, files, etc.) Specific
vision abilities required by this job include close vision, color differentiation, distance vision,
peripheral vision, depth perception and ability to adjust focus.  While performing the duties of this
job, the employee is required to stand; walk and talk and hear. The employee is frequently required
to use hands to finger, handle, or feel and reach with hands and arms. He/she is occasionally required
to sit; stoop, kneel, bend, crouch, or crawl.

Position may require occasional travel via airplane, car, and overnight stays.

STATUS: Full-Time

COMPENSATION: Disclosure as required by Colorado law, the annual salary range for this position is

$70,000 to $100,000. The actual compensation may vary based on work experience, education and skill

level. The salary range is HepQuant’s good faith belief at the time of this posting.

LOCATION: Denver, CO (onsite)

BENEFITS: Include Medical, Dental, Vision, Short and Long-Term Disability and AD&D, Life Insurance,
401(k) with company match, profit sharing program

Apply on LinkedIn.

HepQuant is committed to equal opportunity in the terms and conditions of employment for all employees and job applicants without regard to
race, color, religion, sex, sexual orientation, age, gender identity or gender expression, national origin, disability or veteran status.

HepQuant complies with all applicable national, state and local laws governing nondiscrimination in employment as well as employment
eligibility verification requirements of the Immigration and Nationality Act. All applicants must have authorization to work for HepQuant in the
U.S


