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Janssen-Cilag, Asia Pacific
Regulatory Affairs Manager
Johnson & Johnson is the world’s most comprehensive and broadly based healthcare Company, touching the lives of nearly a billion people every day.  Our Family of Companies throughout the world compete in consumer, pharmaceutical and medical devices and diagnostics markets and have the skills and resources to tackle the world’s most pressing health issues.

Role Description

The Regional Affairs Manager is a member of the Global Regulatory Affairs organization and is responsible for working with the local regulatory affairs departments and head office-based “liaisons” to define and implement the regional strategy for assigned products.  The position is responsible for providing region or country input into the global regulatory strategy and identifying regional requirements for successful regulatory filings for new products/indications, including the opportunity for placement of clinical trials within the region.  

This position reports to the Director, Asia-Pacific (AP).
Job Responsibilities

· Responsible for working with the local operating companies and head office-based “liaisons” to define and implement the regional strategy for assigned products.
· Responsible for providing region or country input into the global regulatory strategy and identifying regional requirements for successful regulatory filings for new products/indications, including the opportunity for placement of clinical trials within the region.
· Manages regulatory interactions with local operating companies and regional functions.

· Provides guidance to local affiliates on development of strategies to accelerate submissions/approvals. 
· Provides coaching and guidance to local affiliates regulatory staff as appropriate.
· Supports product variations, including labeling changes, supplements, and amendments; Product License Renewals and providing regional affiliates with timely responses to Health Authority enquiries; as well as regulatory support to all affiliates in the region for the pharmaceutical sector business. 
· Manage interactions with manufacturing sites as required to ensure the availability of proper standard export packaging components for product registration. 
· Work with regulatory policy professionals as well as local affiliates to keep track of changes in country regulatory requirements and provide regulatory intelligence to head office. 
· Ensure adequate preparation for health authority meetings, and will need to attend and provide presentations to health authorities, where necessary
Qualifications, Experience and Competencies
Required
· Minimum bachelor’s degree or equivalent in Pharmacy or Life Sciences or health-related discipline.

· Minimum 5 years of relevant pharmaceutical industry experience, including at least 3 years of regulatory affairs experience in AP or international regulatory affairs organization. 
· Hands on experience in pharmaceutical product registration in AP country, and familiarity with AP regulatory systems and product registration requirements.  Previous experience in preparing documents for health authority submissions (Clinical Trial Application, Chemistry & Manufacturing, and or Registration dossiers).
· Excellent verbal and written communication skills – proficiency in written and oral English is required. 
· Demonstrated leadership and contribution to drug development strategies.

· Demonstrated ability to handle multiple projects.

· Must be able to develop and maintain excellent working relationships, work successfully within a team environment and as an individual contributor.  

· Cultural sensitivity and ability to work and thrive in a multi-cultural environment, as well as an ability to work in a matrix environment are required

· Proactive team player, able to take charge and follow-through.  Achievement-oriented with a high degree of flexibility and ability to adapt to a changing regulatory environment.

· Proficient use of technology including MS office programs and Internet resources.

· Must be able to work flexible hours to accommodate early morning/evening meetings/teleconferences with different time zones.

Desirable

· Familiarity with Mandarin and other Asian languages is preferred.

Location
Position location is Singapore or Beijing. This position requires approximately 10% regional with occasional international travel.
How to apply
Do you meet the requirements of this position and are interested in building a career with Johnson & Johnson?  Go to www.careers.jnj.com, select Asia Pacific, Singapore and apply using requisition number 2354100107 by 31th March 2010. All applications must come through the portal. 
(For information only, please send an email to Min Hua Ng, Country Recruiter – Singapore at mng2@its.jnj.com.)
