CAPA Coordinator and Internal Auditor / 10-23

Positional info

Location: 
Rancho Cordova, CA 95670 

Job Category:
Quality Assurance/Safety 

Industry:
Medical Devices and Supplies 

Status:
Full Time, Employee 

Career Level:
Experienced (Non-Manager) 

Contact info

Reference ID:
23

Position Description:

The CAPA Coordinator and Internal Auditor will be responsible for managing the corrective and preventive action system and coordinating and conducting internal audits. Coordinating and establishing the quality metrics for evaluating the quality system. Additionally the candidate will prepare reports on CAPA and Internal Audit performance and will present these reports to all levels of the company.

Responsibilities: 

· Oversee the corrective and preventive action system (CAPA) and analyzing the results of the implemented actions in order to verify that the realized solutions were effective and determine if the scope of the action is broad enough. 

· Conducts company confidential audits of various departments to ensure adherence to the Quality Management System. This will include preparation and maintenance of Internal Audit Schedule, preparation of audit reports and follow up on any findings to verify that they have been appropriately addressed. 

· Work with employees at all levels to complete root cause analysis for internal problems and address issues with suppliers and other facilities to ensure compliance. 

· Maintain systems for tracking CAPAs and Audit findings and perform trending activities and provide information as appropriate to management. 

· Participate in the management of external audits by Regulatory Bodies, Product safety Audits or Customers. 

· Facilitate/participate in CAPA review board meetings. 

· Perform audits of external suppliers or organizations as required. 

· As necessary, performs other duties as required.

Qualifications:

Education: 

· Requires a Bachelor's degree in a Technical, Science, Engineering or equivalent training/experience.

Knowledge and Experience: 

· Demonstrated knowledge and understanding of FDA regulations, Quality System Regulations (QSR), ISO 13485 requirements 

· Requires 5 years experience in Internal Auditing in the medical device or pharmaceutical industry 

· Requires 5 years in quality assurance in the medical device industry, specifically with Corrective and Preventive Action experience 

· Ability to communicate and work with personnel at all levels within the organization 

· Demonstrated ability to work effectively within a matrix-managed organization and influence activities without direct functional responsibility 

· Strong reasoning and analytical skills 

· Proven experience in leading others with a proactive attitude 

· Knowledge of computer applications (i.e.: Microsoft Word, Excel, PowerPoint, Access & Project, Windows, Visio, etc.) required 

· Knowledge of proper English usage, grammar, spelling, vocabulary and of generally accepted office practices, procedures and equipment.

Desirable Qualifications: 

· Certified Quality Auditor, preferred 

· Knowledge or experience using Agile and MFGPro.

Skills and Abilities: 

· Advanced Microsoft Office skills 

· Ability to communicate effectively both orally and in writing and to establish and maintain cooperative working relationships with persons contacted in the course of performing assigned duties including Company management and outside business associates 

· Strong attention to details 

· Ability to maintain confidentiality 

· Ability to organize and prioritize workflow and to meet established timeframes 

· Ability to maintain updated knowledge of procedures, products and activities of assigned area 

· Ability to accurately proofread documents 

· Ability to adhere/respond to established time frames and schedules 

· Ability to operate a personal computer and related software 

· Ability to work under pressure 

· Ability to interact with senior management on a regular basis 

· Ability to represent the Company at professional and business functions in a competent manner.

Problem Solving and Decision Making: 

· Develops solutions to a variety of problems; ensures solutions are consistent with organization objectives. 

Physical Requirements: 

· Ability to hear and speak to employees and outside business associates on the phone and in person 

· Ability to see the letters and numbers on a personal computer screen and on memos, reports and other documents (near vision) 

· Requires moderate right and left hand coordination for the use of the personal computer.

Supervisory Responsibility: 

· None.

Travel Requirements: 

· Will be required to travel both domestically to Volcano offices or customer and supplier locations, 5%. p> We are proud to be an EEO/AA employer M/F/D/V. We maintain a drug-free workplace and perform pre-employment substance abuse testing.
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