Director, Formulation Development
Job Code: HT01

Location: Zhangjiang Hi-Tech Park, Shanghai, China
Job Description:
Shanghai Biomabs Pharmaceuticals Co., Ltd is seeking an innovative and motivated professional to lead our Formulation Development Department. This position oversees and directs all aspects of formulation, specifically evaluation, development, scale-up, and manufacture of formulations for later stage clinical studies through validation batches for drug candidates. Responsibilities include: Design, analyze, and coordinate scientific studies for the development of development candidates and commercial products. Oversee formulation studies, process development, technology transfer, and validation protocols and processes for formulation of cGLP and cGMP production. Should demonstrate and apply in-depth knowledge/skill, and understanding of interaction with related disciplines. Should remain current with emerging trends in field and be able to apply that technology to projects. Effectively communicate with internal and external project and functional teams, present alternate paths forward, identify and evaluate gaps and provide recommendations, establish new internal and external collaborations to bridge gaps.
 Author and review drug product sections in the CMC sections of regulatory submissions and supplements.

Requirements:
Advanced degree in pharmaceutical science or related discipline, Ph.D.and four years, or Master’s degree and eight years, or Bachelor’s degree and ten years of relevant formulation experience, including 5 years sterile products production experience with a strong emphasis in biotech products is preferred. Proficient in final product sterilization process. Proficient in GMP knowledge and production quality control process and GMP regulations. Strong project management skills, group leadership skills, and excellent communication and cross-department collaboration skills.

Shanghai Biomabs Pharmaceuticals Co. Ltd is an integrated biopharma dedicated in research, manufacturing and commercializing monoclonal antibody products, including biosimilars, biobetter and innovative drugs. We have a full setup from R&D, clinical trial, regulatory affair as well as manufacturing facility in Shanghai. Biomabs was founded in 2009 and $100 million was initially invested.  Biomabs is one of the fastest growing Biopharma companies in China. We offer a highly competitive compensation and full benefits package along with an exciting world-class work environment. 


For prompt consideration, please submit your qualifications to: hr-dept@biomabs.com
Production Manager, Formulation/Filling
 Job Code: HT02
Location: Zhangjiang Hi-Tech Park, Shanghai, China
Job Description:
Shanghai Biomabs Pharmaceuticals Co., Ltd is seeking a manager to lead our Formulation Production. The Manager will be accountable for the safe, cost-effective, and efficient operation of the filling and formulation operation.  Responsibilities include:  Conduct and supervise cGMP scale up studies in support of various phases of clinical trials and commercial manufacturing. Oversee manufacturing, process optimization and validation in support of regulatory filing. Collaborate with analytical and stability teams that support scale up and manufacturing. Experience with a variety of techniques for formulation, especially aseptic small volume injection production. Proficient in managing technology transfer of prototype and development scale formulations. Participates in cross functional teams, and internal collaboration. Write/review protocols, reports, and batch records.


Requirements: 

 BS in a science or engineering discipline, maters degree is a plus.  Possess a minimum of six years of progressively responsible experience in pharmaceutical or biotech manufacturing and specific experience in parenteral manufacturing is preferred.  Demonstrate ability to manage people and projects.  Understand ICH guidelines, cGMP’s for Manufacturing Parenteral Drug Products, including validation requirements. Excellence with industrial engineering skills, written and oral communication skills. 


Shanghai Biomabs Pharmaceuticals Co. Ltd is an integrated biopharma dedicated in research, manufacturing and commercializing monoclonal antibody products, including biosimilars, biobetter and innovative drugs. We have a full setup from R&D, clinical trial, regulatory affair as well as manufacturing facility in Shanghai. Biomabs was founded in 2009 and $100 million was initially invested.  Biomabs is one of the fastest growing Biopharma companies in China. We offer a highly competitive compensation and full benefits package along with an exciting world-class work environment. 


For prompt consideration, please submit your qualifications to: hr-dept@biomabs.com
Director, Downstream Protein Purification
 Job code: HT03
Job location: Zhangjiang Hi-Tech Park, Shanghai, China
 Job Description: 
Shanghai Biomabs Pharmaceuticals Co. Ltd is seeking an innovative and motivated professional with a proven track record in protein chemistry, complex and routine protein purification to lead the Downstream process department.​ This position is responsible for the technical support of downstream purification of the manufacturing operations. The successful candidate will be responsible for leading a team in the development of a processing platform for monoclonal antibodies produced in mammalian cell line. The major responsibilities include: Provide technical leadership for PhD & non-PhD staff engaged in recombinant monoclonal antibody purification and characterization and process development.​ Provide guidance in the statistical design, execution, analysis, and troubleshooting of experiments.​ Provide tech transfer support during scale-up and manufacturing.​  

Requirements:
Ph.​D.​ M.S. in Chemical Engineering, Biochemical Engineering, or a related discipline

6-10 years of life sciences downstream process development industry experience, including 5 years experience in protein purification. Experience in managing scientific staff.​ Thorough  knowledge of cGMPs related to the production of protein therapeutics.​ Experience in scale-up of purification processes for pre-clinical and clinical production. Expertise in downstream purification of complex molecules including glycosylated proteins, fusion proteins, and monoclonal antibodies. Strong communication and cross-department collaboration skills.

Shanghai Biomabs Pharmaceuticals Co. Ltd is an integrated biopharma dedicated in research, manufacturing and commercializing monoclonal antibody products, including biosimilars, biobetters and innovative drugs. We have a full setup from R&D, clinical trial, regulatory affair as well as manufacturing facility in Shanghai. Biomabs was founded in 2009 and $100 million was initially invested.  Biomabs is one of the fastest growing Biopharma companies in China. We offer you a highly competitive compensation and full benefits package along with an exciting world-class work environment. 
For prompt consideration, please submit your qualifications to: hr-dept@biomabs.com
Director, Fermentation and Cell Culture
 Job code: HT04
Job location: Zhangjiang High-tech Park, Shanghai, China
 Job Description: 
Shanghai Biomabs Pharmaceuticals Co. Ltd is seeking an innovative and motivated professional to lead our Fermentation production department. This leader position is responsible for the development of scalable, robust, and reproducible mammalian cell culture and bioreactor processes for recombinant protein production including antibodies, Fc fusion molecules, enzymes etc. The leader will be in charge of building an upstream process team to deliver cutting-edge upstream process development. These duties will include cell cultures in bioreactor process development and optimization, data analysis and presentation as well as writing technical reports. The successful candidate must be able to demonstrate exceptional verbal communication skills, recruit and train junior scientists, and simultaneously manage multiple projects in fast pace team environments. 

Requirements:
A MS. or Ph. D. degree in life science (Biochemical engineering or Biochemistry) or a related field. 10 years working experience, including fermentation 5 years mammalian cell culture production experience. Prior experience and knowledge working in a cGMP environment is a plus. Expert knowledge and/or hands on experiences in operating small and large bioreactors. Experience in management, strong communication and cross-department collaboration skills.
Shanghai Biomabs Pharmaceuticals Co. Ltd is an integrated biopharma  dedicated in research, manufacturing and commercializing monoclonal antibody products, including biosimilars, biobetters and innovative drugs. We have a full setup from R&D, clinical trial, regulatory affair as well as manufacturing facility in Shanghai. Biomabs was founded in 2009 and $100 million was initially invested.  Biomabs is one of the fastest growing Biopharma companies in China. We offer you a highly competitive compensation and full benefits package along with an exciting world-class work environment. 
For prompt consideration, please submit your qualifications to: hr-dept@biomabs.com
Director, Regulatory Affairs

Job ID: HT05
Location: Zhangjiang High-tech Park, Shanghai, China

Job Description
Shanghai Biomabs Pharmaceuticals Co. Ltd is seeking a Director, Regulatory Affairs to join in our headquarter, Zhangjiang High-tech Park, Shanghai, China. This position will be responsible for long- and short-term planning and directing of regulatory activities. Interprets corporate policy, develops and implements strategies for the earliest possible approval of regulatory submission, advises and reviews ongoing projects. Negotiates with outside agencies (national and international) as needed to resolve key regulatory issues and expedite approvals of product and services. Reviews and prepares responses to inquires from regulatory authorities relating to product registrations. Monitors and updates national and international registration requirements

through reviews of publications, and direct communication with outside regulatory personnel. Communicates pertinent changes and updates to regulatory staff and senior management. Oversees the preparation and submission of applications, supplements and amendments to update registered product information. Leads to successful approval of applications for the company's growth, thereby accomplishing corporate goals. 

Education/Experience Requirements:
Qualified candidates must have a BS degree in chemistry, biology or other related scientific discipline required. Masters or PhD preferred or equivalent experience. Minimum of 10 years in the Pharmaceutical or Biotech/Biopharmaceutical industry and minimum of 5 years in global regulatory affairs is required. Knowledge and support of Drug Product Labeling, Patient Inserts, medication Guides, Prescriber Brochures, Proprietary Name Requests, Core Data Sheets, Labeling Manuscripts, electronic submissions, and global document management.  Ability to liaise, negotiate and interact with Chinese FDA, Indian FDA, and U.S.FDA and other global regulatory agencies; Document interactions between Biomabs and FDA.  Ability to build team relationships and interface in a global team environment at all levels of management. Good organizational, planning and multi-tasking abilities; Good oral and written communication skills.  A thorough understanding of the drug product labeling, development processes: complete ANDA and NDAs including supplements and amendments (coordinating, managing, preparation and assembly of its labeling components, and publishing a final quality submission); comprehension of regulations and guidelines; comprehension of GMPs, GLPs and GCPs. 
Shanghai Biomabs Pharmaceuticals Co. Ltd is an integrated biopharma dedicated in research, manufacturing and commercializing monoclonal antibody products, including biosimilars, biobetters and innovative drugs. We have a full setup from R&D, clinical trial, regulatory affair as well as manufacturing facility in Shanghai. Biomabs was founded in 2009 and $100 million was initially invested.  Biomabs is one of the fastest growing Biopharma companies in China. We offer you a highly competitive compensation and full benefit package along with an exciting world-class work environment. 
For prompt consideration, please submit your qualifications to: hr-dept@biomabs.com
Director, Quality Assurance/Quality Control 
Job ID: HT06
Location: Zhangjiang High-tech Park, Shanghai, China
Job Descriptions:

Shanghai Biomabs Pharmaceuticals Co. Ltd is seeking a motivated professional to join in our Quality Department. He/she will be responsible for both the Quality Operations and Quality Systems management. This includes daily Quality oversight of manufacturing, validation and testing operations. Duties include implementation and maintaining Quality Systems aligned with business strategy, industry standards and global regulatory expectations. This position is responsible for the company’s overall quality management, the daily work of Quality Dept. 
Ensure the effective operation of quality management system and continuous improvement
Report the quality status to company periodically. Establish and achieve the annual quality goals

Requirements:
At least B.S. degree in Biology, Chemistry, or related field or with 8 to 10 years experience in a pharmaceutical or biopharmaceutical manufacturing environment and 10 years leadership experience in a QC/QA or Compliance role. Possess thorough knowledge of international regulatory requirements for pharmaceutical or biopharmaceutical products and experience in disposition of pharmaceutical or biopharmaceutical products to multiple jurisdictions. Familiar with drug substance production, and finished product standards under quality management. Possess strong organizational, interpersonal and communication skills, strong team management and leadership skills. Proficient in cGMP, GLP knowledge and quality systems, understand FDA’s initiative QbD .

Shanghai Biomabs Pharmaceuticals Co. Ltd is an integrated biopharma dedicated in research, manufacturing and commercializing monoclonal antibody products, including biosimilars, biobetters and innovative drugs. We have a full setup from R&D, clinical trial, regulatory affair as well as manufacturing facility in Shanghai. Biomabs was founded in 2009 and $100 million was initially invested.  Biomabs is one of the fastest growing Biopharma companies in China. We offer you a highly competitive compensation and full benefit package along with an exciting world-class work environment. 


For prompt consideration, please submit your qualifications to: hr-dept@biomabs.com
