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Looking for a Manager/Director of Quality Assurance and Compliance 

This opening is for the Company’s office in Broomfield, Colorado.  Title and compensation 
commensurate with experience level. 

Colibri Heart Valve LLC has an opening for a Manager/Director of Quality Assurance and 
Compliance.  Colibri is a privately held medical device company based in Broomfield, CO that 
researches and develops novel heart valve technologies.  Colibri has developed a pre-mounted, 
pre-crimped, and pre-packaged, ready-for-use transcatheter aortic valve implantation (TAVI) 
device called the “Colibri TAVI System.”  For further information about the company, visit the 
web site at:  www.colibrihv.com.  This position will also support the Quality Assurance and 
Compliance activities of Colorado Therapeutics LLC, a spin-out company from Colibri.  Please 
reference the Colorado Therapeutics job posting (Link: http://www.co-therapeutics.com/about-
us/careers/ ) for more information. 

Ideal candidates will have 10+ years of medical device audit, manufacturing, and 
distribution experience in an FDA and international regulatory environment.  Candidates 
with technical manufacturing background and experience with 510(k), EFS, PMA, and CE mark 
applications for medical devices required, experience with heart valve devices) highly preferred.   

The Company is looking for a QA professional to lead the management, direction and 
coordination of all quality system and document control activities. The Director of Quality 
Assurance and Compliance will oversee the quality system for the entire Company and will 
report to the VP Regulatory, Clinical, and Compliance. 

Responsibilities: 

- Review and streamline current quality policy and procedures 
- Responsible for ALL Quality activities for the organization 
- Maintain the Quality System (Manual, Procedures/Instructions/Forms) in adherence 

with 21 CFR Part 820, EN ISO 13485, CMDCAS and other regulatory agencies when 
required 

- Function as Deputy Management Representative for the Vice President of Regulatory, 
Clinical, and Compliance when required 

- Responsible for ALL Document /Change Control activities 
- Work closely with the Vice President of Regulatory, Clinical, and Compliance as to 

compliance issues (inspections, field actions, remediation, Medical Device Reporting, 
Vigilance Reporting 

- Drive Quality Improvements and CAPA System 
- Participate in Vendor (Supplier) Audits 
- Oversee ALL Quality Control Functions  
- Work closely with Engineering on Process Validations 
- Function as the Lead Auditor  
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- Set Quality Objectives with the Vice President of Regulatory, Clinical, and Compliance 
plus other Senior Management 

- Work on other tasks as assigned 
Qualifications: 

- Minimum 10 Years Experience including medical device experience, xenograft 
experience is a plus 

- Certified Quality Auditor(CQA), Preferred 
- Minimum of a Bachelors Degree in Engineering or Life Sciences 
- Ability to work independently with minimal supervision 
- Excellent written/verbal communication skills 
- Ability to move efficiently/effectively between projects  
- In depth understanding of current thinking as to Quality Systems including foreign 

requirements (EU, China, Canada) 
- Flexible in terms of time management 
- Excellent listener 

 
Details: 

- Location: Broomfield, CO 
- Office hours: Monday through Friday from 8:00 AM – 4:30 PM 
- Compensation: Title and compensation commensurate with experience level 
- Benefits: Health insurance and 3 weeks paid time off; after 60-day evaluation period 

 
Successful candidates must provide proof of eligibility to work in the United States of America 
and pass a Background Check and Drug Screen. 
 
If you are an individual that is able to create strong relationships built on trust, listen well, share 
information, act in a team-oriented environment, act with integrity, and be culturally sensitive, 
then please send your resume or a summary about your skills and past work experience for 
consideration to: colibri@colibrihv.com.  Qualified candidates will be contacted for an 
interview. 
 


