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PPD is a leading global contract research organization providing drug discovery, development and lifecycle

management services. Our clients and partners include pharmaceutical, biotechnology, medical device,

academic and government organizations. With offices in 44 countries and more than 11,000 professionals

worldwide, PPD applies innovative technologies, therapeutic expertise and a commitment to quality to help

clients and partners accelerate the delivery of safe and effective therapeutics and maximize the returns on their R&D investments. For more information, visit www.ppdi.com.

We are currently recruiting to fill an open Sr. QA Operations Specialist in our Durham, NC location.

The primary focus of this position is to help to develop, maintain, and comply with Standard Operating Procedures (SOPs) Policies, and Continuous Quality Improvement Program.  Facilitates global meetings for the revision of procedures and manages the review and approval process.  Assists with PPD's Corporate Corrective and Preventative Action (CAPA) program.  Reviews and approves deviations associated with Pharmacovigilance/Medical Communications.  Coordinates client audits and participates in internal departmental audits.  Provides input and approval for official audit responses and the management of any subsequent action items.  Experience with either Livelink or TrackWise systems preferred.

 

Education and Experience:  

· Bachelor Degree (Bachelor of Science degree (Pharmacy, Nursing, Medical Technology), preferred)

· 2+ years of clinical, drug safety experience, or call center PVG and 3+ years of SAE/AE processing and 2 or more years experience in development and maintenance of Standard Operating Procedures / other procedures and / or experience with compliance and quality improvement processes

· OR, equivalent combination of education, training or experience that provides the knowledge, skills, and abilities to perform the job

 

Knowledge, Skills and Abilities:  
· Demonstrated ability to analyze / interpret data and be able to use independent judgment in conducting project audits and recommending an appropriate course of action where findings indicate a need

· Demonstrated technical skills and logic / problem solving capability

· Knowledge of clinical trial research or Post Marketing in the area of Pharmacovigilance

· Ability to train and mentor others in continuous process improvement

· Manage multiple issues simultaneously while maintaining strict attention to detail

· Utilize Quality Assurance (QA) findings in a positive, proactive manner to assist the department in meeting project or departmental goals and objectives

· Excellent written and communication skills including the ability to review and critique reports and provide written and verbal direction

· Excellent time management and organizational skills

· Ability to liaise and interact with all departmental staff, management, other applicable PPD departments, and client representatives

· Basic computer skills (Word, Excel, Outlook)

· Demonstrated and continued knowledge of ICH, CIOMS and cGCPs

 

PPD is an Equal Opportunity Employer

Please no search firm candidates. 

In order to be considered, candidates MUST apply on the PPD Career page. Please visit www.ppdi.com/careers and reference job requisition 104253.
