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Senior Specialist Regulatory & Scientific Affairs (2106503)
Roseman, Jill; Manager Regulatory & Scientific Affairs • Regulatory & Scientific Affairs
POSITION SUMMARY
As a Regulatory and Scientific Affairs Senior Specialist, you’ll provide strategic and tactical regulatory food safety compliance expertise to create and execute regulatory food safety policy and support key trade compliance initiatives, projects and training as required for Nestlé Purina PetCare (NPPC). 

You will work with Quality Assurance (QA) and Product Supply to develop and execute programming for the factories regarding federal and state food safety inspections, compliance assessments, and mock audits to minimize negative regulatory impact to the business.  You’ll utilize your expert interpretive skills to monitor, analyze and communicate relevant FDA guidance documents, dockets, and briefings to internal stakeholders.  

As the main point of contact for regulatory inspections at the factories, you’ll proactively engage with FDA District Offices and Office of Regulatory Affairs (ORA) to develop strong working relationships and build trust as part of External Affairs. 

PRIMARY RESPONSIBILITIES
1. Subject Matter Expert in FDA Food Safety Modernization Act (FSMA), Foreign Supplier Verification Program (FSVP), Preventive Controls Qualified Individual (PCQI), and the Bioterrorism Act (BTA)
2. Provide guidance and knowledgeable in the Code of Federal Regulations (CFR) Title 19 – Customs Duties
3. Support Regulatory & Scientific Affairs department with building out NPPC’s Trade Compliance Program
4. Subject matter expertise in FSMA 21 CFR Part 507 and related chapters 
· Part 507: Current Good Manufacturing Practice, Hazard Analysis, and Risk-Based Preventive Controls for Food for Animals
5. Lead in coordination with Quality Assurance, the execution of regulatory policy to the factories and provide training to ensure compliance, business continuity and competence
6. Lead FDA compliant inquiries and represent RSA at the Issues Round Table committee
7. Lead the assessment, applicability, and compliance of Nestle standards and guidance documents as it pertains to Regulatory & Scientific Affairs
8. Monitor, track, and report relevant data/statistics on regulatory inspections such as frequency, topic, and personnel to create predictions of FDA Investigator questions and likely inspection points
9. Main point of contact for FDA inquiries and United States Department of Agriculture (USDA) Animal and Plant Health Inspection Service (APHIS) inspections
10. National Animal Supplement Council (NASC) Adverse Event Reporting, audit, and inspection support
11. Translate applicable regulations into policy for NPPC
12. Recall experience, negotiation, and execution
BASIC QUALIFICATIONS (Minimum):
· [bookmark: _Hlk75431975]Bachelor’s degree or higher is required
· 5 plus years’ experience in regulatory, food safety or quality assurance is required
· Preventive Controls Qualified Individual (PCQI) certification is required 
· Trade compliance experience including, but not limited to, Customs and FDA compliance is preferred
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