	Director of Quality of Great China Region / Associate Director of Global Quality
-----  Pharmaceutical cGMP Operation 


LOCATION:  South Plainfield, New Jersey, USA / China
RESPONSIBILITIES:
This position will be responsible for the development and oversight of Quality Programs and Policies and will ensure implementation and direction of these programs throughout the company's China operations & North America collaborations. The candidate will partner with all company's sites to harmonize and continuously improve good Quality Practice (cGMP) Quality Programs. Coordinate the implementation/revision of procedures and policies to ensure compliance with new regulations, guidelines etc. Assist in preparing the company for Regulatory Inspections. Interact with the FDA and other regulatory agencies as required. Build collaborative working relationships with cross functional peers. Prepare and oversee department budget. 

Essential Duties & Responsibilities:

1. Recruit staff and build the Quality QA Compliance and Systems organization responsible for ensuring compliance with applicable regulations, policies and procedures.
2. Directly responsible for the implementation, administration and continuous improvement of cGMP quality systems and programs.
3. Review/approve deviations, procedures, protocols, reports etc. as needed. 
4. Utilize metrics and other tools to monitor the state of compliance and implement continuous improvements accordingly.
5. Coordinate the initiation/revision of procedures and policies to ensure compliance with new regulations, guidelines etc.
6. Keep Senior Management apprised of compliance risks. 
7. Provide leadership, direction, and guidance to address compliance risks. 
8. Partner with cross functional organizations to resolve compliance issues and oversee the implementation of corrective and preventative actions. 
9. Conduct QA sponsored training programs.
10. Plan and administer the department budget. Monitor department spending to remain on track with budget.

REQUIREMENTS:

1. It is a New Jersey based position with many travels to China and globally.

2. A strong, seasoned Quality professional with substantial experience in cGMP Compliance and quality systems is a must.


3. Minimum of 10 years relevant industry experience.
4. B.S degree in the sciences or health-related discipline. Advanced degree preferred.

5. Previous experience working or leading quality functions in pharmaceutical industrial is required.

6. Strong leader able to achieve agreements through an educational collaborative approach and is decisive on quality and compliance issues.

7. Solid knowledge of FDA and International regulations and industry best practices regarding cGMP quality systems, policies and programs.

8. Experienced in leading cross functional teams.

9. Experience with regulatory authority inspections.

10. Excellent communication and interpersonal skills.  Speaking Chinese (Mandarin) is a big plus. 

11. Travel requirements are between 30-50%


COMPENSATION:
Company provides competitive compensation and full benefits.   

CONTACTS

Please fax resume to 908-941-5457 or email to info@puracap.com
