SGS Life Science Services carries out all aspects of clinical research for pharmaceutical- and biotechnology companies, from coordination and running of clinical trials via data processing and statistical analysis to report compilation. Clinical research consists of testing new molecules or techniques on human beings. SGS Life Science Services has also expertise in the quality control of pharmaceuticals.

 

 

In the spirit of continued growth and to help improve our business, we are seeking candidates for the following positions (m/f) :




MEDICAL AFFAIRS ASSOCIATE

Tasks:
· Completing and filing the appropriate forms, documents and correspondence

· Maintaining a ‘List of authorities and other official bodies ‘ to whom Serious Adverse Events/Adverse drugs reactions (SAEs/ADRs) shall be reported, ass well as corresponding reporting procedures

· Maintaining information about all SAEs/ADRs in a secure location, in accordance with local regulations

· (S)AE handling(Post Marketing and Clinical Trial)including review of (S)Aes, performing medical assessments and expedited reporting to authorities

· Writing of Periodic Safety Update reports(PSURs), product-related expert reports, Integrated Safety Summary(ISS) for clinical trials, Clinical Expert Statements for registration renewal purpose

· Reviewing the safety part of clinical study reports, clinical trial protocols, listings (AE’s, concomitant therapy, line listings, frequency tables)

· Performing medical review and safety analysis of clinical trial cases, performing database analysis for signal detection

· Keeping a pregnancy database and writing of pregnancy reports

· Involvement in the writing of the safety part of Investigator’s Brochure (IB) ; Medical Writing
· Generating and distributing IB-amendments

· Answering product-related medical questions

· Coordinating and follow up the administration of performed hours for the PV project(s)

· Follow-up of the budget for the PV project(s)

· Handling of PV audits and corrective/preventive actions

Profile:
· Degree Medical Doctor or PhD in Sciences, or studies in clinical research
· Experience is a plus

· Willing to work in a Quality Assurance Environment

· Excellent writing skills

· Communicative

· Teamplayer

· Fluent in English

· Knowledge of Microsoft Word, Excel, Powerpoint

ARE YOU LOOKING FOR A FASCINATING JOB IN A DYNAMIC ENVIRONMENT ?!

Please submit your motivated application letter together with your cv, quoting the post title, to sgs.be.hrm@sgs.com, for the attention of the Human Resources Department, Heidi Aerts.

