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Job Description:
General Information:
	1. Job title


	Quality Assurance Officer


	2. Location
	Chantilly, VA (WDC)

	3. Department


	Quality Assurance



	4. Job title supervisor


	Director of Quality



	5. Preferred education level


	BSc. degree in the life sciences (e.g. biology, toxicology, pharmacology, animal science or related field) is required.  MSc is preferred.

	6. Minimal experience
	Trainee: 1 years, Experienced: > 3 years


Function Description:
To fulfill the requirements for the provision of Quality Assurance functions as outlined in the various quality systems or combination of quality systems in place:

· FDA Good Laboratory Practices (21 CFR part 58),
· EPA Good Laboratory Practices (40 CFR Parts 160/792),
· OECD Good Laboratory Practices,

· CAP,

· ISO 17025,

· ISO 15189,

· ICH/EU Directive

Tasks/Responsibilities/Authorizations:
Tasks:
1. Plan, conduct and report audits according to the audit schedule and procedures with respect to the organization, subcontractors and suppliers.

2. Monitor progress, compliance, and the proper implementation of corrective actions.

3. Provide support to the QA Manager in organizing and, when necessary, leading sponsor and regulatory audits.

4. Prepare, review and correct/improve QA procedures.

5. Review and approve - for compliance - procedures relating to other departments within the organization of Eurofins Medinet.

6. Upon request, participate in and provide training designed to improve quality.

7. Maintain up to date knowledge of the standard operating procedures related to the dominant quality system in place (e.g. GLP, CAP, GCP, ISO17025 en ISO 15189).

8. Provide management with updates and guidance regarding changes to procedures. 

9. Collect and report Key Performance Indicator data to support management.

10. At the request of the QA Manager perform tasks commensurate with employee’s experience and training.

11. Maintain the logbook for training, education, experience and authorization and the personnel file.

12. Perform all activities in compliance with safety regulations and procedures.
Responsibilities:
1. By executing the audit schedule as agreed with the QA Manager, assure management, that the facility is fully compliant with the requirements of the quality system(s) in place.

Authorisations:
1. Issue QA statements when needed for relevant inspections and audits performed.

2. In the absence of the QA Manager, certain documented responsibilities are or can be delegated to the QA Officer. These are accompanied by a delegation form.

Contact:
The QA department is completely independent of the organization in the performance of its function and reports directly to the Managing Director/President. In fulfilling the requirements of the various GLPs, the QA department also reports to the Test Facility Manager/ Test Site Manager.

Place in the organisation:
See organogram

Additional remarks:
The QA Officer shall keep all information about the company and sponsors strictly confidential. When necessary, the QA Officer shall be prepared to occasionally work outside standard working hours.

Experience
· The individual holding this position must be of the highest integrity.

· Have a very strong sense of responsibility..

· Be able to focus attention to detail.

· Must be well organized, tactful, be able to work independently.

· Maintain records, documents and schedules associated with laboratory procedures and studies.

· Excellent communication skills, especially written, are necessary.

· Proven working knowledge of writing and speaking in the English language.

· Additional required competencies are a), b), c) , d), e) and f) <proof must be found in the CV of the applicant and matched against the Eurofins descriptors>.
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