Susan Starmer
Ormond Beach, FL 32174 | cell: 781-405-6018 | sstarmer3@gmail.com  |  https://www.linkedin.com/in/sstarmer/

Summary    	Regulatory Compliance Paralegal with broad experience in the healthcare, pharmaceutical, wholesale industries.  
· Pharmaceutical law and regulatory compliance with the FDA, regulatory authorities in the 50 states  
· License Management | Credentialing Management | Project Management | Regulatory Affairs  
· Development, maintenance of tracking and compliance tools, reports, plans, tasks, archive databases.

Work History
Premier, Inc. – Charlotte, NC, - (remote employee: Ormond Beach, FL, Waltham, MA)
Senior Regulatory & 340B Compliance Specialist June 2018 to present
· Design and implement Pharmacy Management database including a License Management portal to track all pharmacy, RPH, wholesale licenses and PDMP reporting.  
· Project Manager for Business Operations supporting Supply Chain analytics and deliverables for pharmaceutical distribution to home patients, hospitals, clinics, and wholesalers.
· Author and recommend revisions to standard operating procedures to ensure current pharmaceutical regulatory compliance.
· Manage reporting to the NCPDP for compliance with CMS, Medicaid, HIPAA, FWA, and individual state licenses. 
· Collaborate with Pharmacist Managers and IT to establish electronic prescription drug monitoring program for all 50 states. Senior Regulatory Compliance Specialist, October 2016 to February 2018
Serve as a pharmacy law expert supporting the Integrated Pharmacy Legal Compliance department. Assisted Attorneys with contract management. Conducted expansive reviews and analysis of domestic pharmacy/wholesale laws and regulations.  Monitored and communicated regulatory changes and risks to senior management. Assisted with merger integration by resolving inherited disciplinary issues to prevent disciplinary actions.  Contributed to credentialing and accreditations. Secured licenses to support the pharmaceutical supply chain. 
Contractor for Smith & Nephew Corporation, T2 BioSystems Inc., and MassHealth, 2012 to 2016 
Regulatory/Quality/Audit/Compliance Investigator - Consultant
Supported procurement and quality engineering compliance for the Global Operations Divisions. Participated in contract review, negotiation, administration and compliance for Supply Chain, Operations, and Clinical Trials.
· Compliance investigator and program auditor for Medicaid and Medicare programs. Conducted on-site and desk audits as to   fraudulent behavior and false claims from providers and facilities, reported suspected incidences of healthcare fraud to Attorney General's Office. Conducted follow up inspections for adherence to regulations. Reviewed medical and administrative records to ensure compliance with CMS.
· Prepared and submitted weekly Medicaid provider verification to the Secretary of State's Office.
· Created contract management and regulatory tracking databases. 
Fresenius Medical Care North America – Waltham, MA 
Regulatory Affairs Licensing Manager, September 2000 to April 2011
Represented the Medical/Regulatory Affairs department as the direct liaison to state pharmacy boards and related regulatory authorities. Focused on State and Federal licensing for distribution and manufacturing facilities, drug safety, labeling strategy, quality assurance and Rx protocol. Advised Business and Manufacturing Operations senior level management on potential compliance risks, provided gap analysis, and created corrective action plans. 
· Collaborated with the Vice President of Supply Chain, distribution centers, suppliers, and procurement staff to develop SOPs, analyze risks, revise terms and conditions, implemented addendums to ensure compliance with Federal and States' regulations.
· Initiated, designed, implemented Rx Drug Pedigree system, and license tracking database.
· Authored SOP's for storage and distribution of Rx drugs and devices for delivery to home patients, hospitals, clinics, and wholesalers.
· Conducted complex regulatory inspections and quality audits at distribution and manufacturing facilities to assure compliance with Code of Federal Regulations, accrediting bodies, and individual States' pharmacy and Rx wholesale regulatory requirements.
· [bookmark: _GoBack]Assisted with NDA, ANDA, and 510K submissions to the FDA for drugs and class II devices. Submitted foreign, domestic establishment registrations, and drug master files (DMF).
· Participated in investigations concerning compliance deviations in accordance with corrective actions and preventative action requirements (CAPA).

PRIOR EXPERIENCE - government contracts with the Department of Defense; obtained Top Secret/SBI Clearance, Licensed Banker for Citizen's Bank, License Agent for New York Life.
 
Software skills: Adobe Suite, Excel, Outlook, MS Office 365, PowerPoint, SharePoint, PeopleSoft, SAP, Workday, LexisNexis


Education, Certifications & Awards: 
WESTERN GOVERNORS UNIVERSITY, Bachelor of Science in Healthcare Management (near completion) 	
MIDDLESEX COMMUNITY COLLEGE, Associate of Science in Paralegal Law | Paralegal Certification
HIMMS - Healthcare Information Management Systems HIPAA Certification | HIPAA Certification
Premier Legal Team Award Winner 

		 

