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INTERNATIONAL




Quality Assurance Specialist
APPLICATION PROCESS

To apply for this position, go to www.rti.org/careers and apply for requisition number 13659.
JOB DESCRIPTION
This position will provide support for quality assurance operations for the RTI Discovery and Analytical Sciences organization.  This group is engaged in contract and research services for early stage drug development and environmental safety assessment.  RTI is involved with leading edge research programs to support government agencies such as the National Cancer Institute; National Institutes of Environmental Health Sciences (NIEHS); and the National Institutes of Drug Abuse.  We work with these agencies to develop new compounds to treat cancer or drug addiction, and on developing new tests to evaluate the safety of chemicals when they are released into the environment.  RTI researchers also carry out contract chemistry, drug metabolism and toxicology work for government and commercial sector clients. 

We are currently seeking a Natural Sciences Quality Assurance Specialist 2/3.  The ideal candidate will provide full QA support which involves auditing of studies/ projects as well as the company’s group operations. 
RESPONSIBILITIES

· Conduct audits of routine FDA, EPA, and OECD Good Laboratory Practice (GLP) (data tables, notebooks, batch records, summary reports); prepares reports of audit findings.
· Initiate solutions to discrepancies or problems with data review, inspections, SOPs, etc. 
· Review external SOPs and/or write internal SOPs. 
· Perform routine in-life or facility inspections and prepares reports of inspection findings.
· Effectively communicate QA activities (inspections and audits) both orally and written. 
· Assist with the management of laboratory notebooks and assist Corporate Records Management with GLP and related archival activities.
· Assist in providing training on regulations for departments supported by QA. 
· Provide advice to department on routine GLP issues and manages solutions (e.g., corrective and preventive action process) with minimal supervision. 
· Work according to task timelines and schedules outside of defined work area. 
· Meet project priorities while performing multiple routine and non-routine tasks. 
· Communicate major audit and inspection findings with study directors. 

QUALIFICATIONS

Qualifications for Natural Sciences QA Specialist 2: 

· Prior training on Good Laboratory Practice is required; training on computer validation compliance and 21 CFR Part 11 is preferred.  
· B.S. in biological sciences, life sciences or related scientific field is required, including coursework in one or more of the following areas: in toxicology, zoology, anatomy, and physiology 
· At least 2 years’ experience (4 years + for the Natural Sciences QA Spec. 3 position) 
· Laboratory experience and knowledge of toxicology methods preferred 
· Proficiency in MS Office applications required 
· Must be detail oriented and have excellent verbal and written communication skills 
· Able to manage multiple projects and changing priorities, ability to prioritize work in order to meet deadlines 
· Ability to negotiate and resolve potential conflicts as they pertain to quality assurance issues 
· Strong preference will be given to candidates with prior experience conducting toxicology critical phase quality assurance inspections and audits in a contract research organization (CRO) or university environment. 
Qualifications for Natural Sciences QA Specialist 3: 
· All of the requirements for Natural Sciences QA Specialist 2 plus: 

· Demonstrated activity in professional organizations, societies, and associations, through presentations and / or publications.   
· Working towards or have earned the RQAP-GLP (or equivalent) independently demonstrating knowledge of GLP regulations. 
· Experience interacting directly with sponsors, subcontractors, and/or regulatory agencies; 
· Service as a team leader, using effective interpersonal skills, in communications with management; 
· Interest and enthusiasm in developing innovative, efficient, and effective quality system improvements that meet strategic objectives 

ABOUT RTI

RTI International is one of the world’s leading research institutes, dedicated to improving the human condition by turning knowledge into practice. Our staff of more than 2,800 provides research and technical expertise to governments and businesses in more than 40 countries in the areas of health and pharmaceuticals, education and training, surveys and statistics, advanced technology, international development, economic and social policy, energy and the environment, and laboratory and chemistry services.
EQUAL EMPLOYMENT OPPORTUNITY

We are proud to be an EEO/AA employer M/F/D/V. Specific information regarding the laws that are designed to protect you against discrimination relating to your legal right to work in the US can be located at the employment portal  www.rti.org/jobs
CLOSING STATEMENT

Important Information:

RTI participates in the US Government E-Verify program, for specific information on this program please visit our employment portal at www.rti.org/jobs

