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          CLIFFORD L. NILSEN



Quakertown, Pennsylvania
Home:
(215) 538-7863

Cell:
(972) 795-5457
cnilsen87@verizon.net


SUMMARY
Proven track record of bottom-line improvement as an accomplished mentor, leader and problem-solve; strong in analytical chemistry, laboratory management, quality systems, cGMP compli​ance and validation, cost reduction, continuous improvement technology, training and technical management. Also, have an excellent understanding of manufacturing equipment and processes. Experience includes pharmaceuticals, nutraceuticals, Class III medical devices, diagnostics and fine chemicals. 

OBJECTIVE

Provide visionary leadership that will change the paradigms of quality management to meet or exceed current and future industry expectations. Core competencies include:

· Leadership and team-building.

· Effective change agent.


· Technical writing.

· Quality systems management and oversight.

· Six Sigma and Lean implementation.

· Quality by design motivation—reduction of inspection programs that withstand regulatory scrutiny.

· Intimate understanding of oral solid and liquid dosage forms and APIs, from product development though final release to commerce.

CAREER BACKGROUND AND ACCOMPLISHMENTS
BIO-PHARM, INC., Levittown, PA
2009-2010
Director of Operations Quality
Responsible for Quality Control and Operations QA.  In addition to that cited for 2007 & 2008 tenure with the firm :

· Reduced HPLC utilization by 10 percent though implementation of alternate analytical procedures for raw material and in-process testing.  Result was not having to purchase an additional HPLCs.

· Reclaimed 20 man-weeks of laboratory labor through creation of a laboratory aid position, and by use of alternate but equivalent physical test methods for bulk and finished product analysis.

· Managed QC/QA CAPA system for firm. During past several months, conducted CAPA investigations and reports for several OOS investigations and process non-conformances, including statistical treatment of data, procedure revisions and impact analysis.

· Designed system for virtual elimination of non-assignable cause laboratory out of specification results.

· Through novel planning, doubled instrument qualification activities without increase in manpower. 

· Maintained current stability program 100 percent on time.

· Introduced control charting and computerized entry and calculations for in-process manufacturing QA checks.
· Initiated 5S, SMED and TPM Lean events in preparation for enterprise-wide application of Lean manufacturing.

JOHNSON-MATTHEY PHARMA SERVICES, Devens, MA
2008-2009
Quality Unit Director

Responsible for Quality Assurance, Document Control, Quality Control and Regulatory Affairs for API Manufacturing and Development at Two Sites. In first four months, have:

· Reorganized QA/Document Control group in such resulting in-

· Eliminating backlog of over 200 SOP reviews.

· Doubling throughput by creating upstream quality accountability system.

· Computerized document management systems.

· Improved controlled-document system for issuance and review of use and cleaning logs, laboratory worksheets, and batch records.

· Reorganized management structure of QC Department across both sites. Upgrades in cGMP practices and general procedures have resulted in annual cost savings to date of about $130,000.

· Effective management of CAPA system.

· Hosted a number of client audits.  Improvements in Quality Systems have yielded favorable audit results across the board.  Two strategic clients upgraded the company’s supplier rating resulting in increased business opportunities (>1M).

· General Quality Systems improvements include writing a quality manual and a master cleaning validation plan, plus initiating of a Quality Review Board.

· No missed stability intervals and no assignable cause OOS results.

BIO-PHARM, INC., Levittown, PA
2007-2008
Director of Quality
Responsible for Quality Control, Quality Assurance and Regulatory Compliance.  In the past year, have:

· Have maintained and increased lab productivity during a 35 percent staff reduction, for example:

· No missed stability testing intervals for last 12 months.

· Ninety two (92) percent reduction in laboratory OOS results in last 12 months.

· All R&D project on-schedule.

· All raw material, bulk and finished product testing completed within prescribed cycle times.

· Drove design, initiation and completion of:

· Master Validation Plan.

· Plant-wide cleaning validations.

· Concurrent and Prospective process validations.

· Annual product reviews for all products.

· Quality Review Board and systems for effective root-cause analysis.

· Introduced Six Sigma and Lean practices to the company.

· Provided training on implementation and interpretation of process capability and control charting.

· Developed statistical retrospective validation data for existing products.

· First Kaizen event resulted in 15 percent increase in filling line throughput. , 

· Increased output of principal high-speed packaging line from 45,000 bottles per day to over 90,000 bottles per day

· Created and staffed the Regulatory Compliance group.

· Hosted FDA cGMP inspection and prepared response to 483 observations.

NILSEN CONSULTING, Benton, PA
2003 – 2006
Resumed consulting practice after sale of Lycoming Analytical Laboratories in July, 2003. Accomplishments include cleaning validation design and execution, including method development and validation that resulted in client going from Warning Letter to a no 483 follow-up inspection by FDA. On-going projects included complete overhaul of laboratory systems for a prescription drug manufacturer—regulatory and analytical, and, design and implementation of master validation and compliance plan for a major OTC colds product firm, and cost reduction programs via Six Sigma, Lean-based analytical and process flow improvement projects, resulting in a $7,000,000 increase in gross sales. In addition, obtained FDA approval for shelf life extensions through statistical treatment of CRT data as per ICH Q1E.
LYCOMING ANALYTICAL LABORATORIES, Duboistown, PA
1996 - 2003

President and Laboratory Director

Managed all technical activities including analytical design, technical review, quality assurance management, supervision of staff, document preparation and review, regulatory compliance, security and customer interaction. Grew company from startup in January 1997 to a business level of about $1,000,000 per year before sale of company to Chemir Pharma Services in July, 2003.  Had successful preapproval inspections for two (2) NDAs and three (3) ANDAs.

INDEPENDENT CONSULTING, Hughesville, PA           1992 - 1996

Provided technical and laboratory management consulting services to pharmaceutical and chemical clients in the area of analytical laboratory improvement, cGMP and GLP compliance and problem resolution, training, management planning and technology upgrades.

· As a managing consultant, brought the chemistry/lab into substantial compliance for firm under FDA consent decree. Subsequent inspection by FDA yielded no 483 observations

· Brought bulk pharmaceutical firm into compliance by design and implementation of a total plan that included process, cleaning and analytical methods validation.  Firm went from warning list to a 483 having only three (3) minor observations. Represented firm during FDA inspection.

· Through audit, training and use of statistical Q.C. techniques, designed and implemented a Q.C. efficiency program that resulted in a $60,000 per year reduction in testing costs.

· Developed a successful lab management plan for a major pharmaceutical contract lab that resulted in improved morale, elimination of end-of-month backlogs and greater productivity.
BARR LABORATORIES INC., Pomona, New York             1990‑1992

Director of Analytical Laboratories
Responsibility for direction and maintenance of team effort in support of new product development and regulatory compliance, including quality/regulatory responsibilities for document control, CMC for ANDAs and validation. Managed a department of 70 with a multi-million dollar budget.

· Designed improved testing modalities for key drug products resulting in a $300,000 per year cost reduction.

· Managed the firm out of FDA comment letter backlog, permitting faster approval for new drug products.

· Prepared chemistry sections for over 30 ANDA submissions.
· Developed plan for improved operation of Q.C. department that would eliminate end‑of‑month backlogs and manage day‑to‑day priorities more efficiently.

· Developed a system of documentation control that brought analytical methods and specification revisions up to date and into regulatory compliance.
EDUCATION
B.S. in Chemistry (ACS accredited) Wagner College

Graduate courses in chemistry plus Earned CEUs.
PUBLICATIONS

Textbooks entitled "Managing the Analytical Laboratory; Plain and Simple",  1996, and  “The Q.C. Laboratory Chemist; Plain and Simple”,1998, both from  CRC Press. Regular columnist for Pharmaceutical Quality & Formulation Magazine.

INVENTIONS

· ICH Q1B Compliant MB-87X Photostability Chamber 
SPEAKING ENGAGEMENTS

· American Chemical Society National Tour Speaker

· Faculty Member, the Parental Drug Association (PDA).

· American Laboratory Management Association

· Barnett International

· IVC (Advanstar)

CERTIFICATIONS

· Six Sigma Black Belt (CSSBB) (Master Black Belt)

· Lean Six Sigma (CLSSS)

SOFTWARE PROFICIENCY
· Microsoft Office Suite
· Minitab
