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WORK EXPERIENCE

Employer:						duration: Month, Year – Month, Year 
Position: 						% Time Dedicated for GCP QA/ Audits: X%
Responsibilities:
• Led site, facilities and GCP process audits to verify a site's compliance with current regulations and industry practices through program reviews and on-site observations 
• Facilitated multiple GCP, Internal, Site, Facilities, Data Integrity, Med Devices, Audit of Audit Process and Supplier audits and assessments to identify key improvement opportunities by leveraging Quality Standards, best practices, processes, and solutions to enhance risk posture and compliance. 
• Segregated Deviation/CAPA processes replaced by centralized risk based QMS process and enhanced reporting. Overall, this implementation led to significant direct savings for the group across all Business Areas 
• Managed a cross-functional team compliance professionals in a managed service set-up to provide leadership across multiple areas of GCP compliance including but not limited to CAPAs, deviations, change control, investigations, Root Cause Analysis 
• Conducted multiple supplier/vendor audits as lead QA consultant, including Supplier Risk Assessment, qualification, approval and on-boarding of suppliers, audit planning and reporting, on-site as well as remote paper-based scenarios – managed key metrics on supplier performance and provided recommendation to management. 
• Managed Quality teams in multiple engagements including QMS harmonization, QA transformation, audit and inspection readiness, remediation of audit findings etc. 
• Mentored team members and conducted training sessions on emerging Quality Concepts, industry leading practices and Regulatory requirements. 

Employer:						duration: Month, Year – Month, Year
Position: 						% Time Dedicated for GCP QA/ Audits: X%
Responsibilities:
• Led a multi-year critical systems QA engagement with the Risk Management team. The objective was to qualify critical GxP and Non-GxP process components against a set of GCP controls derived from various authoritative sources including FDA, EU Annex and MHRA guidelines. 
• Led Strategic and tactical research projects, with special focus on brands, biologics, and generic market. Provided primary and secondary research-based insights, strategies, and opportunity analysis. Collaborated with cross-functional teams to perform comprehensive landscape monitoring of an autoimmune therapy area for branded and biosimilar competitors. 
• Managed QA GCP projects for clients and liaised with CROs and other clinical service providers/vendors 
Employer:						duration: Month, Year – Month, Year
Position: 						% Time Dedicated for GCP QA/ Audits: X%
Responsibilities:
• Managed and led Audits end to end including scoping, project/timeline management, initial risk assessment, fieldwork and various (opening, mid and closure) review meetings and presentations, along with support auditors. 
• Liaised with cross-functional teams – Authored or reviewed/approved various Quality Assurance documents in compliance with FDA predicate rules including GCP and ICH, as well as company policies and procedures. 
• Accountable for driving process quality initiatives and Audit readiness, as well as executing the outlined strategy while adopting an appropriate risk-based right sizing approach 
Employer:						duration: Month, Year – Month, Year
Position: 						% Time Dedicated for GCP QA/ Audits: X%
Responsibilities:
• Trial Manager and Prime Site and Trial Monitor for three major global clinical studies. 
• Monitoring and inspecting trial activities, temperature sensitive trial products, timelines, trial coordinator training, training logs, CFR/SAE/ADR/AE reporting, IRB and Regulatory reviews/approvals, Patient Adherence, and drug and device accountability audits to ensure GCP compliance. 
• Led Clinical Audits, GCP training, Investigator/Trial Site Inspection and Selection, Clinical Submissions and Pharmacovigilance compliance. 
• Served as Subject Matter Expert for interpretation and evaluation of GCP and Pharmacovigilance compliance issues for Clinical Development, Quality Assurance, and Regulatory Affairs

Italics indicate responsibilities not related to QA/GCP Audits.	
