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   Quality Assurance Manager


(Reports to CEO)
	Job Title:
	Quality Assurance Manager

	Position:
	 FORMCHECKBOX 
 Full-time    FORMCHECKBOX 
 Part-time    FORMCHECKBOX 
Permanent    FORMCHECKBOX 
Temporary

	Division/Department:
	Operations

	Location:
	Raleigh, NC

	Required Degrees:
	Life Sciences/Nursing B.S. degree

	Experience:
	Minimum 5 years of experience in a GCP environment

	Hours
	40

	Status
	 FORMCHECKBOX 
  Exempt      FORMCHECKBOX 
 Non-Exempt


     
Duties and Responsibilities:

Duties and responsibilities include but are not limited to:

· Develop, enhance and maintain corporate quality assurance (QA) program

· Write/review QA standard operating procedures (SOP)
· Assist with the development and maintenance of audit programs (internal and external) as part of the quality assurance program
· Audit ongoing studies, systems and documents
· Write and issue audit reports and review responses to audit findings for appropriateness and completeness 

· Maintain documentation and status of auditing activities

· Generate audit plans and reports for sponsors and SRC management
· Ensure quality assurance compliance with regards to FDA/ICH, GCP, SOPs, national/local regulations and guidelines
· Recommend corrective actions/improvement in SRC procedures and training requirements
· Assist in the tracking and trending of corrective and preventive actions for quality issues to assure timely closure

· Update executive management regularly on the level of compliance and compliance issues
· Promote quality standards and awareness for all SRC staff
· Provide GCP/QA consultation for all SRC staff
· Serve as primary point of contact for sponsor audits at clinical study sites or at SRC offices
· Keep abreast with relevant guidelines and assist with all the internal training and training of QA staff
· Assist in the review of company SOPs
Knowledge, Skills and Abilities Required:
· Life Sciences/Nursing B.S. degree
· Minimum 5 years of experience in a GCP environment
· 2+ years of GCP auditing experience for a CRO or pharmaceutical company
· 2+ years of experience in a senior-level Quality Assurance role in a GCP environment
· Experience in mentoring/training GCP auditors or QA staff

· Experience in formal GCP/QA training (at a company or via institution) or RQAP-GCP certification

· Proven knowledge of ICH, GCP and relevant European directives and guidelines
· Excellent communication (written/verbal) and interpersonal skills

· Superb attention to detail

     
WORKING CONDITIONS AND PHYSICAL ENVIRONMENT
Office environment
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