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                                JOB DESCRIPTION

	Name:  
	Position:  Senior Director – Analytical-  Generics Formulation Development

	Department: 
	Location: 299 Fute Zhong Lu 

         WaiGaoQiao Free Trade Zone

         Shanghai,China 200131
Contact: Jason_wan@wuxiapptec.com

	Supervisor’s Signature: 

	Date: 

	Employee’s signature:


	Date:

	Key accountabilities: 
Lead the Generics Analytical development team in both, a business as well as a technical role. 
1. Be involved in selection of Generic products to be developed at WuXi in conjunction with the Analytical Department Head, Regulatory and Clinical functions at WuXi  
2. Work closely with Formulation Department to meet development project timelines.

3. Conduct literature search from relevant databases for planning for analytical development strategy for different molecules.

4. Provide technical oversight (guidance), plan, co-ordinate, and oversee the work activities of scientific staff within the different groups. Troubleshoot personally on the analytical lab.  when necessary, to ensure smooth progress of projects. 
5. Co-ordinate with the formulations peer colleagues for preparing technical proposals for new projects and drawing up cost and time estimates for project work. 
6. Co-ordinate with clinical personnel for planning for bioequivalence studies by providing feedback based on literature search for molecules. 

7. Provide technical oversight (guidance), plan, co-ordinate, and oversee the work activities in analytical technical transfers for manufacturing of BE batches and also production of validation batches for commercial scale batches. 
8. Co-ordinate with regulatory personnel for dossier submission strategies to regulatory agencies
9. Ensure compilation of analytical data required for submission of dossiers to meet needs of regulatory agencies

10. Help regulatory personnel in answering analytical queries raised by regulatory agencies during the course of registration of products. 

11. Play a supporting role during audits by customers and regulatory agencies by co-ordinating with Analytical Department Head and Drug Product QA Director  

12. Help Analytical Department in projecting the staffing needed, recruiting and retaining the staff needed for generic product development. 
13. Co-ordinating for projects with different functions within WuXi  to ensure smooth movement of projects as per set timelines
14. Ensuring ongoing training programs within department to ensure continuous growth of Analytical Department personnel.

	Scope of the job. 
1. Be expected to perform the assigned job functions independently with limited supervision from upper management.

2. Must be able to work with multiple projects teams and prioritize the workload to meet the pre-determined timelines.
3. Individuals will be expected to accomplish their work assignments by interacting closely with project team leaders and by developing cooperative working relationships with other personnel within the company.
4. Good communication, open exchange of information and project teamwork will be required in order to meet job performance. There must be strong recognition of high performance standards and of meeting assignment target dates at the individual job level as well as for the benefit of coworkers on project teams

	Core business/Functional skills and education. What are the critical experiences, training skills, education, or capabilities?
1. MS or Ph.D. degree in Physical Chemistry / Analytical Sciences with sufficient hands-on experience in supporting Generics formulation development. 
2. Demonstrated track record of accomplishments in supporting analytical part of Generics formulation development in terms of ANDA’s/ EU dossier submissions to commercialization of developed products. Must be able to work in a team-oriented manner in order to accomplish performance objectives.
3. Demonstrated track record of accomplishments in analytical support of both, conventional and modified release products
4. Analytical development support for different routes of administration like oral, injectible, topicals etc will be an added advantage for the candidate.  
5. Must be proficient with the requirements of the FDA/ EMEA, cGMP regulations, ICH guidelines as well as generic formulation development process. 
6. Experience in Analytical support of Generics Formulation development and analytical technical transfers to commercial scale is required.  
7. Problem solving ability and adept handling of formulation teams is required.
8. Strong technical expertise in Analytical development 
9. Strong communication skills, both written and verbal, and outstanding interpersonal skills are essential job requirements.
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