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William J Campagna, Jr.
Senior Director – QA – Global Quality Auditing and Compliance
Education

Purdue University, Bachelors, Biology, May 1994
Lilly Experience
	Aug 2021-Current


	
	Sr. Director – QA – Global Quality Auditing and Compliance
· Work with management team to set departmental strategy and objectives.

· Provide oversight for the Supplier Quality Management program.
· Develop and implement a program to effectively communicate analytics outputs to Senior Management, business partners and as an input to enterprise risk management and continuous improvement.

· Ensure program for the reporting of metrics and trends, action tracking and audit preparation.

· Share such information with other members of the team or company to increase awareness and to train others in the implementation of these practices.

· Be continually aware of current industry trends and regulatory agency interpretation of GMP and other relevant requirements.

· Continue to gain knowledge necessary to provide a greater understanding of GxP requirements.

· Participate in global projects/work groups as representative of GQAAC.


	Aug 2018-Current

	
	Manager – QA – Indianapolis API Manufacturing
· Coordinate quality activities for Compliance and Materials Management activities, including Site Compliance Reports, supplier approvals, risk analysis, and periodic evaluations.
· Manage the IAPI’s process for HR-related Quality Investigations

· Support IAPI’s efforts to maintain and improve our quality systems and ensure alignment with Lilly Global Quality Standards and regulatory agency expectations.

· Make decisions regarding the resolution of quality issues. 

· Provide input and guidance on quality and technical issues.

· Provide coaching/feedback to and develop QA employees.


	Sep 2014-Aug 2018
Feb 2012-Sep 2014
	
	Manager – QA – External Manufacturing - API
· Led diligence assessments at potential partners to ensure proper systems were in place.

· Coordinate quality activities for outsourcing of Lilly’s targeted APIs to EMAPIs.

· Establish working relationship with the EMAPI management and strengthen alliances.

· Ensure business processes are set up to provide any necessary interface between CM’s and Lilly’s quality systems (e.g., deviations, change management).

· Support EMAPI’s efforts to maintain and improve their quality systems and ensure alignment with Lilly Global Quality Standards and regulatory agency expectations.

· Make decisions regarding the resolution of quality issues and quality of partners.

· Provide input and guidance on quality and technical issues.

· Provide coaching/feedback to and develop QA employees.
Consultant - QA – Global Quality Assurance Auditing and Compliance

· Perform and lead GQAAC audits as required to assess level of compliance with company standards, policies, practices and procedures and current regulations and guidelines.
· Assist Lilly manufacturing sites as an on-site expert in preparation for upcoming regulatory inspections (specifically ImClone and 6 months at Lilly Kinsale)
· Work as frontline QA Representative at Kinsale’s Biotechnology Facility, releasing materials and approving deviations, changes and procedures. 
· Participate or lead the due diligence assessments of commercial contract operations, as assigned

· Meet the requirements defined in quality standards, quality manuals, policies, procedures, and tools
· Continually aware of current industry trends and regulatory agency interpretation of GxP requirements
· Evaluate external trends for impact to Lilly

· Provide constructive feedback to both internal sites and external partners via oral and written communications.



	Jan 2008-Feb 2012
	
	Associate Consultant - QA – Global Quality Assurance

· Co-authored proposal for Quality for Procurement department, including processes and tools to be used.

· Perform quality audits of suppliers as required.  Supplier audits can include raw material, API, excipient, consumable, and GMP service providers.

· Mentor and qualify other supplier auditors

· SME for GQS301 – Materials Management

· Developed and managed SQM Newsflash process

· Evaluate external trends for impact to Lilly

· Global resource for supplier management in SAP

· Led the global clean up of suppliers in SAP

· Developed method for documenting material supply chains, GMP service providers, and suppliers to our contract manufacturers in SAP

· Authored guides for entering and retrieving supplier management data in SAP

· Responsible for developing and managing supplier change notifications globally



	Jun 2003-Jan 2008
	
	Senior Quality Assurance Rep – Biosynthetic Human Insulin

· Responsible for supplier management of material suppliers and GMP service providers

· Developed program to manage these suppliers including the process and maintaining the approved supplier list

· Performed Quality audits of suppliers (including other suppliers for other sites):  scheduling, report writing, follow-up, closure

· Authored and coordinated internal and external quality agreements

· Lead auditor for site self-assessment program

· Developed schedule and led audits

· Mentored other internal auditors

· Provided direct quality support for manufacturing:

· Leveling deviations

· Advising Manufacturing

· Help troubleshoot issues (especially water)

· Trackwise Poweruser



	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Other Previous Job Experience

	June 2000- Jun 2003
	
	District Sales Representative – Nalco Chemical Company

· Responsible for diverse territory, selling specialty chemicals

· Visited many times of manufacturing sites, interacting with all levels from senior management to floor workers



	May 1999- Jun 2000
	
	Quality Manager – Parker Hannifin, Lebanon, IN

· Responsible for the implementation and maintenance of the ISO9001 quality system:

· Wrote Tier 1, 2 and 3 documents

· Provided training to associates

· Lead auditor for site self-assessment program

· Developed schedule and lead audits

· Mentored other internal auditors



	
	
	

	
	
	


Professional Information

ISO9001 Lead Auditor 
IPEA GMP Auditing Workshop
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