
Kenneth H. Muhvich, Ph.D.
Microbiology consultant with over 35 years experience in clinical microbiology, infectious disease research and the pharmaceutical industry. Highly qualified and regarded as a practical problem solver of microbiology contamination issues.  Sought by pharmaceutical companies to conduct or review & comment on batch sterility failure investigations. Spent five years as a Microbiology Reviewer in the U.S. Food & Drug Administration’s Office of Generic Drugs.  Recognized as an expert in Advanced Aseptic Processing of sterile drug products.  Received awards for expedited review and inspection of facilities for sterile drug products unavailable in the USA. After leaving the FDA in 1997, he spent four years as Senior Vice President of Regulatory Compliance at The Validation Group, Inc.  Since forming Micro-Reliance in December 2001, Dr. Muhvich has provided sterility assurance advice to more than 90 companies.
AREAS OF EXPERTISE

Micro-Reliance can provide assistance in many of the technical aspects of sterile process development and validation.  The Company principal, Dr. Ken Muhvich, has worked for more than 150 companies since leaving the FDA in 1997.  The firms he has worked for range from large Pharma companies to successful entrepreneurial start-ups.  The types of sterile products they manufactured included devices, pharmaceuticals and biologics.  He has been instrumental in gaining FDA approval for sterile product applications.  In several instances he has performed both the prior-approval type audit of the sterile manufacturing process and has written the sterility assurance validation package submitted in the NDA.  His recognition of gaps in sterility assurance and in current Good Manufacturing Practices [cGMP] has prevented sterile product failures.  His review of sterility assurance validation packages prior to submission has markedly reduced the number of microbiology deficiency questions received from FDA Review Microbiologists.  He is currently a member of the Parenteral Drug Association’s Aseptic Task Force.  He is also an active member of the PDA’s Microbiology/Environmental Monitoring Interest Group.
SELECTED EXPERIENCE


Dr. Muhvich has performed CBER-directed 3rd party review of environmental monitoring data for blood fractionation products.  He has been asked to assess the acceptability of numerous environmental monitoring programs in terms of regulatory expectations and ability to control contamination in aseptic areas.  He has aided numerous sterile manufacturing firms by providing definitive identification of mold isolates.  He frequently speaks in industry workshops on aseptic processing and environmental monitoring.  He has identified trends in environmental monitoring data for aseptic processing areas of facilities that were not previously recognized.  He has served as an expert witness in lawsuits brought due to issues over lack of sterility assurance, especially lack of proper environmental monitoring data oversight.
SERVICES OFFERED

· Conduct sterile product failure investigations [microbial contamination events]
· Provide advice on responses to Form FDA 483 items pertaining to sterile product manufacturing
· Provide advice on responses to FDA microbiology deficiency comments/questions

· Coordinate and direct meetings with the FDA on sterile product issues
· Write and review sterility assurance validation packages for NDA’s, ANDA’s, BLA’s, PMA’s and 510(k)’s

· Provide advice on Supplemental Application filing strategies for changes in sterile manufacturing processes, e.g., CBE-30 day supplements

· Review sterile process validation protocols before execution

· Review sterile process validation summary reports and analyze data presented; conduct validation failure investigation [if warranted]
· Provide advice on sterile manufacturing facility design

· Review microbiology test method qualification summary reports

EDUCATION
Ph.D. in Experimental Pathology – [Animal Models of Infectious Disease]
University of Maryland School of Medicine                 

M.S. in Clinical Microbiology – West Virginia University Medical School

B.S. in Health Sciences – [Registered Medical Technologist]

University of Delaware

RESIDENCE
Maryland
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