
JOB OFFER
	Job Title : 

Clinical Writer
	Date : 
March 2008

	
	

	Department : 

Clinical Development
	Location : 

Corporate


	Mission :
To manage all areas of the Sanofi Pasteur MSD Clinical Design and Evaluation Team with regards of writing and editing clinical/scientific documents in order to support the clinical projects teams (Corporate and regions) in delivering timely and quality clinical documents in accordance with ICH-GCP, regulatory requirements, and Company policies and procedures.


	Environment :

To achieve the responsabilities below, the Clinical Writer will need to liaise with the rest of the Clinical Development Department as well as with other Departments:

· Regulatory
· Legal
· Medical Affairs, including  Medical Services
· Pharmacovigilance & Risk Management
· Sanofi pasteur and Merck
· Contract Research Organisations


	Responsibilities :

Under supervision of the Clinical Design and Evaluation Management :

· Prepare or support preparation of clinical study concept sheets, protocols (including amendments) and reports (including appendices), and any clinical documents (such as those for Clinical Trial Application, submission to Ethics Committees or to Health Authorities) in collaboration with the other teams

· Ensure all documents are well-organised, accurate, consistent within and across documents for style, format and content, and in compliance with applicable Company policies and regulations

· Participate in summarizing data from clinical studies to draw a conclusion
· Ensure archiving of clinical study reports and any other clinical documents is well-organised and complete

· Perform literature research

Other Responsibilities :
· Keep up to date on relevant technical and regulatory environment on medical/clinical writing



	Necessary skills :
· Ability to work precisely according to procedures, rules and regulations
· Good grasp of ICH and EMEA requirements and guidelines for clinical protocols, clinical study reports, and clinical documents for regulatory submissions

· Excellent writing skills

· Ability to summarize data to draw a conclusion

· Systematically perform activities in a timely, accurate and quality manner

· Ability to work self-sufficiently as well as collaboratively with the other teams
· Ability to work in an international and multifunctional environment


	Technical knowledge :

· Excellent writing and verbal communication skills

· Excellent English level (writing and/or speaking) Ideally, English-native speaker

· Excellent computer skills and experience using Word, Adobe Acrobat and style guides, ECSR




	Training / Professional experience :

· Bachelor with a degree in the field of science
· At least 3 years experience in medical/clinical writing in the pharmaceutical industry, at international level preferably

· ICH and EMEA guidelines for medical/clinical writing
· Ideally a background and understanding of vaccines, vaccinology and immunology, and/or in infectiology


(Thank you to send your application to: recruitment@spmsd.com 
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