Celgene (www.celgene.com) is a global biopharmaceutical company focused on the discovery, development and commercialization of innovative therapies for unmet medical needs in cancer and inflammatory diseases. Celgene employs over 2000 people worldwide and is quoted on the NASDAQ stock exchange. As a recent key milestone, Celgene has established its International Headquarters and global production site in Neuchâtel, Switzerland. In order to further strengthen our team and to manage our rapid growth and very promising product pipeline, we are currently looking for our new :

Manager Medical & Scientific Writing
Reporting to the Associate Director, Medical & Scientific Writing Europe and working in a small team, responsibilities will include the following:

· Working with other relevant line functions, prepare phase 1 – IV clinical and regulatory documents and submissions, including Investigator Brochures, clinical study reports, integrated summaries of efficacy and safety, registration dossiers, package inserts, and responses to health authorities.

· Participate in study and clinical team meetings and assist the teams in resolving issues related to document preparation.

· Review data to determine the appropriate tabular and textual formats, and the clarity, logic and order of presentation.

· Prepare internal guidelines for document preparation. 

· Prepare templates for clinical documents that are consistent with FDA and ICH guidelines and with electronic submission guidelines.

· Develop the strategy for document preparation, including time frames that meet or exceed company standards and the document review processes. 

· Facilitate document review meetings and discussions. 

· Participate in the development of outsourcing plans for medical writing 

· Manage outsourced medical writing projects

· Review work of other writers (in-house or contract) for accuracy, quality, focus, and adherence to format and stylistic requirements.

· Train and guide other writers (in-house or contract) in company policies and procedures related to document preparation. 

· Assist with preparation of presentations for major external meetings.

· Assist with transferring and presenting clinical / regulatory data to Marketing for journal submissions

Skills/Knowledge Required:
· BS/BA degree in Biomedical Science (Masters preferred) 

· 5+ years in the pharmaceutical industry or in a CRO, including 3+ years’ writing experience

· Extensive experience writing all types of clinical & regulatory documents and with registration dossiers for worldwide use

· Knowledgeable in preclinical development including discovery, toxicology etc. 

· Knowledge of FDA and ICH guidelines

· Knowledgeable in industry trends for study reports and international dossier preparation, including electronic document submissions (eCTD)

· Ability to work with complex projects and within cross-functional teams

· Experience working with CROs

· Expertise in multiple therapeutic areas

· Fluent English - excellent grammatical and communication skills, both written and oral

Your prospects:

A unique opportunity to join one of the world’s most successful biopharmaceutical companies with a great future. The chance to actively participate in the setting-up of the International HQ with a broad range of responsibilities in a very dynamic and motivating environment. Real personal and professional development opportunities coupled with an attractive compensation package.

If you are interested in joining our team, submit your CV by email to: intljobs@celgene.com






