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Sundia is one of the leading and fastest growing CROs in Shanghai, China, founded in 2004. Sundia provides fully integrated “One-Stop-Shop” services to more than 90 pharmaceutical and biotech clients worldwide from drug discovery to pharmaceutical development, including custom synthesis, medicinal chemistry, in vivo/in vitro DMPK, process research, scale-up, non-GMP and cGMP manufacturing, polymorph characterization, salt screening, formulation/final dose, analytical/bio-analytical services, stability studies and IND/CMC/DMF package preparation.  

Sundia currently has 150,000 SF of R&D center and 80 acres of newly built cGMP production site to provide drug discovery and pharmaceutical development services. The company is expanding its non-GMP production to cGMP manufacturing for both API and formulation/final dose, including services for highly potent APIs and formulations.
Currently, Sundia has more than 400 experienced drug discovery and development scientists with advanced degrees, including Ph.D. (18%), M.S. (57%), and B.S. (25%). More than 10% of the Sundia team is US returnees. It is expected that the number of research scientists in Sundia will be over 1,000 in the near future. 
1. Chemical Process R&D and Scaling up
Associate Director/Director/Sr. Director /VP- Chemical Process R&D
Responsibilitis:
In collaboration with Sundia’s partners in drug discovery, pharmaceutical development and clinical manufacturing, the chemical process VP/Sr.directos/Directors/Associate Directors are responsible for:

1) Charge daily operating of the chemical process development department. 
2) Lead multiple groups of chemical process chemists and engineers working for global clients; write proposals, plan and monitor projects, prepare and review project reports and interface with clients;
3) Design and develop scalable synthetic route for intermediates and APIs. Help to address issues existing from laboratory to pilot plant scale of process as well as eventual commercialization under cGMP.

4) Support cross-functional project teams; provide technical leadership in the areas of pre-formulation, formulation, analytical and QA/QC, and process knowledge to clinical manufacturing operations.
(5) Require special skills of developing processes for high potent drugs.
Qualifications: 
An accomplished and innovative individual with a Ph.D./MS in organic chemistry and at least 5-10 years of experience in the pharmaceutical industry in the US or Europe in the fields of pharmaceutical process chemistry and/or manufacture of APIs with at least 0-6 years of experience in project management. Candidates need sufficient knowledge and deep understanding with regulatory guidelines of ICH, FDA (CMC/DMF, IND/NDA/ANDA), EMEA, China SFDA etc. Excellent communication and good management skills are required. Experience of developing processes for high potent drugs would be highly desired.
2. Formulation R&D and Scaling up
VP - Formulation R&D 
Responsibilities:
In collaboration with Sundia’s partners in drug discovery, pharmaceutical development and clinical manufacturing, the formulation VP is responsible for:

1) In charge of daily operating of formulation development department 

2) Drive the pre-formulation/formulation elements of research and development for new compounds/generic products/technologies.

3) Lead multiple groups of formulation and pre-formulation scientists working for global clients; plan and monitor projects, prepare and review project reports and interface with clients;

4) Support cross-functional project teams; provide technical leadership in the areas of pre-formulation, formulation and process knowledge to clinical manufacturing operations

5) Sufficient knowledge and deep understanding with regulatory guidelines of ICH, FDA (IND/NDA/ANDA), EMEA, China SFDA etc.

Qualifications: 
An accomplished and innovative individual with a Ph.D. degree in Pharmaceutics or in a related science, along with at least 8-10 years of working experience (after obtaining Ph. D. degree) in the pharmaceutical industry, with at least 5 years of experience in project management.
The candidate must have a demonstrated record of accomplishments in pre-formulation and formulation development, for various dosage forms from initial phase to scale up, technical transfers. Problem solving ability and adept handling of formulation teams is a must-have quality. Candidates need sufficient knowledge and deep understanding with regulatory guidelines of ICH, FDA (CMC/DMF, IND/NDA/ANDA), EMEA, China SFDA etc. Candidates must have excellent communication and good management skills and the ability to work in a fast paced team environment. Experience of working across cultures would be an added advantage.
To find more about these positions, please contact Dr. Xiongwei (Shawn) Shi at xwshi@sundia.com or sxwshi@yahoo.com or 908-279-5283(cell).  To learn more about Sundia, please visit www.Sundia.com
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