Partner Healthcare has been exclusively selected by our client in Dayton, OH to recruit a Regulatory Affairs Specialist with at least 2-3 years of experience.

 

Regulatory Affairs Specialist Basic Job Functions:  
 

         Ensures compliance with all federal, statutory, international, and local regulations, ISO, and accreditation requirements.  
         Files all necessary applications and handles all government interactions pertaining to the regulation process for products requiring governmental approval. 
         Ensures that appropriate Standard Operating Procedures are current and in effect. 
         In accordance with standard operating procedures, follows all applicable regulatory standards. 
         Provides regulatory support to product development teams, which includes the following tasks:
o   Prepare regulatory opinion documents
o   Establish documentation frameworks that comply with registration requirements
o   Review technical documents for submission to regulatory authorities
o   Author key portions of regulatory submissions
o   Prepare regulatory submissions to the FDA and international governmental agencies.
o   Prepare, submit, track and update all blood product license applications.
o   Serve as primary contact for regulatory agencies
o   Support distributors and business partners in regulatory applications
         Prepares, submits, and tracks all client license, certification, and accreditation applications.  Ensures all licenses and certificates are current and made available on the client website.

Regulatory Affairs Specialist Requirements:
 

         Bachelor’s degree in clinical- or life science-related field or engineering required.  Related degree with an equivalent combination of education and experience considered. 
         Minimum two years regulatory experience with a tissue, medical device, or pharmaceutical company. 
         Experience working directly with regulatory authorities.  
         Demonstrated success in obtaining international and domestic clearances for clinical products.  
         Knowledge and experience with writing FDA medical device 510k, drug or device PMA submissions. 
         Basic understanding of 93/42/ EEC (MDD), FDA, ISO, AATB and AABB requirements. 
         Excellent communication, organizational and recordkeeping skills required.  
         Periodic travel required.  
         Must be able to work in a fast-paced environment with demonstrated ability to juggle multiple competing tasks and demands.  
         Must be able to meet the required physical demands with or without reasonable accommodation.
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