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Dilip Ashtekar, Ph.D. 
RCMS Consulting Services, 740 Dylan Drive, Upland, CA 91784 
                      Phone: Office:909-256-3644, Mobile 909-767-9868
Email: Dashtekar@outlook.com
Professional Summary
A result oriented collaborative leader with over 33 years of successful proven record of handling increasing responsibilities in leading Pharmaceutical, Biotechnology, Cell therapy, and   Vaccine companies such as Intarcia Therapeutics, PAREXEL International, Gilead Sciences, Amgen Inc., AstraZeneca-MedImmune, Watson-Schein, Advance Tissue Sciences, Teva Pharma-Gensia Sicore, Chesapeake Biologics and CIBA‑GEIGY. Recognized as a proactive leader in anticipating, troubleshooting, resolving quality and regulatory issues, improving productivity and building high performance teams.  

An acknowledged industry expert in the following Areas

1. Microbiology, aseptic processing, contamination control programs, visible particle control for parenteral products and Devices, visual Inspection processes for parenteral drugs, compliance audits and building quality culture.
2. Data Integrity compliance and sterility assurance for the aseptic manufacturing of drug substance and sterile drug product (small molecules, therapeutic monoclonal antibody vaccines and proteins). 
3.Extensive experience with sterile Medical Devices Combination Products. 
4. Aseptic manufacturing facility validation conventional ISO5 cleanroom, Isolators and RABS. 
A member of USP Council for Expert Microbiology Committee (2010-present) and serving as a key member of several PDA Task forces and key author Technical reports; Environmental Monitoring TR 13, Mycoplasma Clearance by Filtration and Rapid Microbiology Methods, TR 33) and Key expert of ISPE Microbiological Data Integrity Task force.
Operation Excellence Awards and Honors: 
 Amgen Inc: Two Quality Excellence awards (2008) and Excellence in Operations Award (2009) for improving the Quality, Compliance and combined Annual saving of $4.3 Million for companywide standardization of Microbiology systems; designing Contamination control; and QBD based IPC Bioburden control program for manufacturing processes. 
MedImmune Inc.: Chairman Award 2002 for the most valuable employee for $9.0 Million annual savings. 
Experience and Expertise & Highlights
Sterility Assurance: Extensive experience in pharmaceutical, biopharmaceutical (monoclonal antibodies and recombinant therapeutic protein), tissue and sterile drug product manufacturing and aseptic filling processes. Expertise in Terminal Steam sterilization, VHP decontamination, Gamma radiation sterilization and cleaning validation. Environmental monitoring (EM), Hands-on experience in microbial contamination control and Quality by Design (QBD) approaches for microbiological in-process controls (IPC) for upstream and downstream purification for drug substance and drug products.  Strong background in sterile filtration process.  Microbiological testing, LAL testing and extensive experience in Bioburden control, Invitro and in situ Cleaning and disinfectant efficacy validation, Mycoplasma and viral testing, Aseptic media simulations process, and container closure integrity testing. Considerable experience in Isolator and RABS, facility environmental-utility monitoring and validations of new aseptic manufacturing fill-finish facility. Strong background in sterile spray dried powder manufacturing and filling and visible particle control and final inspection processes. Data integrity assessments and remediation approaches. Creating Quality Culture, Culture Change Management, Reducing Human Errors and Excellence in Pharmaceutical Drug Quality
Regulatory Action Remediation: Interacted with regulatory authorities and resolved Gilead Sciences Inc. San Dimas FDA Warning Letter.
 At Schein Pharmaceuticals participate in developing Quality Improvement Plan (QIP) for correcting Consent Decree and managed the Microbiology-Quality action plans to pass the Consent Decree FDA audit. At Advance Tissues Sciences Inc. (ATS) formulated and managed Quality compliance-remedial plans and remedied the FDA-warning letter.  
Patents: Gensia-Sicor Pharmaceuticals Sterile Propofol Metabisulfite® (Patent: US 6147122, FDA approved for Marketing the drug product).

Publications: Authored over 13 research publications in international journals and several book chapters.
Professional Experience
RCMS Consulting Services, LLC

Chief consultant; regulatory compliance, microbiology and sterility assurance (2019- to date)
A start-up Independent Consulting company. Seeking opportunities to contribute to the success of a sterile Pharmaceuticals, Biotechnology, Cell therapy and Vaccine companies.





USP Microbiology Expert Committee 



(2010- to date) 

Activities include authoring and participating in writing and developing following standard: 
· Sterile Filtration 

· Depyrogenation chapters
· Pyrogens and Endotoxin Testing and Control
· Bioburden Control
· Sterility Assurance 
Executive Director Sterility Assurance and Microbiology

Intarcia Therapeutics, Hayward, CA 



(December 2016-January 2018)

A start-up biotechnological company with innovative sterile implantable Titanium Device Combination product for sustained release for 3 -6 months of antidiabetic Type-2 drug product.
Exemplary Accomplishments:
· Technical lead provided strategy and remedied the facility mold contamination used rapid microbiology methods BioVigilant equipment for rapidly identifying the sources of mold. Remediated all mold sources using Room VHP technique
· Led and developed investigation plan Sterility test failure investigation and identified potential causal factors and corrective actions to prevent repeat occurrences
· Identified serious compliance gaps in steam sterilization of stopper and developed remediation plan and identified an external contract testing laboratory
· Strategized and led the facility design and qualification

· Redesigned the environmental monitoring program to improve compliance

· Improved the gowning process and implemented state-of-the-art gowning process and improved compliance and saved $200K/per year

· Remedied the FDA Microbiology 483 observations at the Intarcia contract testing laboratory.

· Led and strategized the product risk assessment to provide a justification for the fitness of lots for use in OED clinical trials

· Optimized the aseptic process simulation program for spray drying sterile powder manufacturing and aseptic filling    operator training, qualification and identified further process improvement opportunities

· Developed a single incubation temperature qualification 
· Led, developed to resolved FDA 483 observation for extracting endotoxin from the device and assessed compliance with USP<161> and <84>
· Reviewed Water system qualification and identified serious compliance gaps and provided strategy for revalidation 

· Led, improved and optimized the facility cleaning and sanitization program
Principal Consultant PAREXEL International, Waltham, MA 



(April 2013- Nov 2016)
One of the world’s largest and leading CRO and Consulting Company with annual revenue exceeding $3.5 Billion. Worked with Confidential Clients both in the U.S. and Internationally, provided expert consulting services for Microbiology, Sterility Assurance, Aseptic Processing, and microbiological testing from Raw Materials to Finished Dosage primarily for the pharmaceutical industry but also for the biotechnology, biologic proteins, and cell-based therapeutics, medical device and vaccine industries. Some examples of the Projects I have worked as lead/expert during my tenure 
Exemplary Accomplishments:
· Confidential Client (Biologics Company- Germany and Europe) – Warning letter, Consent Decree, Quality Improvement Plan

· Confidential Client (Biologics Company-Italy) - Warning Letter

· 2 Confidential Clients – Biosimilars & Generic drugs   - Warning Letter, Consent Decree

· 3 Confidential Clients (Japan) – Stem Cell Research, Biologics, and Antibiotics – set up of Sterility Assurance, Aseptic Processing, new facility validation, Microbiological testing and Sterility Assurance Programs
· Confidential U.S. Clients - setup of Sterility Assurance, Aseptic Processing, and Microbiology Programs as well as Quality Improvement Plans.

Gilead Sciences, San Dimas, CA 






(October 2010-April 2013)

Sr. Director of Quality Control 

Successfully managed all Quality Control functions (Microbiology, Analytical Chemistry, Stability, Technical Operations, QC Compliance and Environmental Monitoring), budget exceeding $13 million and a staff of 60 personnel in a leading Pharmaceutical company with annual revenues $ 9 Billion.
Exemplary Accomplishments:

· Remedied the FDA warning Letter

· Successfully led QC in two FDA and IMB inspections with zero 483 observations.

· Restructured the QC organization and functions; hired and inducted new staff
· Launched productivity enhancement initiative in 2011 that resulted in savings of 3 FTEs man hours and optimized several Quality systems, sterility assurance platforms and programs.
· Resolved Sterility test investigations to release six drug product lots (valuing $30 millions) and successfully defended to regulatory agencies.
· Wrote and reviewed several Gilead national and international filings including responses to queries.

· A key expert member of Gilead process development team to optimize the sterile filtration and fill process for the      aztreonam antibiotic (a monobactam). Wrote response to EMA observation and justified the filtration process. EMA accepted response. Assisted in tech-transfer of drug product sterile filtration and aseptic filling process at Gilead 
 and CMO sites. Validated new monobactam aseptic filling conventional clean room (ISO5, ISO 6 and surrounding supportive areas.
· Led the development and implemented several new companywide quality procedures, e.g. OOS, stability trending and sampling plan. Key team player in developing a Quality plan and culture change initiative.
· Audited several service providers, vendors and CMO 

· Left to pursue Principal consulting opportunity which offered flexibility and chance to work on 

             Innovative projects
Amgen Inc, Thousand Oaks, CA - Corporate Quality,



(April 2006-October 2010)
Chief Microbiologist for Global Operations and Sterility Assurance 

(July 2007-2010)
Served as a key Sr. Management consultant for resolving regulatory agencies related issues on sterility assurance. Managed global Microbiology-Quality, aseptic processing, sterility assurance programs providing expert input for all new product life cycle approach, process development and microbial, viral and contamination control, operational excellence, continuous Quality Improvements and regulatory strategies for Microbiology. 
 Exemplary Accomplishments:
· Recipient of prestigious Amgen Quality excellence (2008) and Excellence in Operations award (2009) for the company wide standardization of Microbiology systems; QbD in-process Bioburden and contamination (viral, Mycoplasma and microbial Program). 
· Optimized companywide in-process bioburden control (IPC), Environmental Monitoring and Water-Utility monitoring programs for commercial sites to result in a combined annual saving of $ 4.3 Million. 

· Developed several global corporate standards and implemented companywide and at international contract manufacturing sites, cost-efficient in-process and contamination control (IPC) programs.

· Wrote and reviewed several Amgen national and international filings including responses to queries.  Defended the IPC program to FDA/EMA/TGA leading to the approval of Prolia® (Denasumab) SF-Aranesp and NplateTM (romiplostim).
· Mobilized PDA rapid microbiology method task force to launch an industry consortium of top 12 companies for the implementation of a rapid air monitoring device-BioVigilant System.
· Validated and implemented in-process Rapid Endotoxin testing, QPCR assay to detect MMV virus and Mycoplasma. Led cross-functional teams and served as a key team member to resolve the facility MMV contamination and major B. cereus production bioreactor contamination.
Cambrex Biosciences, Walkersville, MD.

Vice President of Testing Services (April 2005 -November-2005):

Managed $15 millions budget and 52 staff in a contract Testing Services business (ROI, P& L).
Exemplary Accomplishments:

· Directed and developed testing services business and hired staff for catering the contract testing business. 
· Directed and successfully launched Mycoplasma, rapid Sterility and LAL testing services. 
AstraZeneca MedImmune Inc (MEDI), Frederick, MD




 (May 2001-March 2005)
Director of Corporate Microbiology (October 2002 to March 2005)

Acting Director of Quality Operations for Netherlands (July 2003 to July 2004) 
Director of Quality Control MedImmune Pharma BV: (August 2004 to March 2005)

Director of Quality Control MedImmune Inc., Frederick (May 2001 to Sept2002)

Managed overall QC dept with a staff of 55 and an annual budget of $12 million, global Corporate Microbiology, Quality operations, compliance oversight for all US, UK, Netherlands plants, contract manufacturing sites and testing laboratories in leading Biothechnology and Vaccine company. 
Exemplary Accomplishments:

· Winner of MedImmune’s Chairman Award for outstanding contributions for the year 2002.
· Streamlined the contract testing program that saved $9 million over a five-year period.

· Led MEDI QC-QA in several FDA and EMA audits and passed the Flu vaccine (FluMist®) pre-approval FDA, EMA and MHRA inspection for US and UK plant. 

· FluMist vaccine: Developed sterile filtration process for vaccine bulk. Resolved Master Seed contamination problems. 
· Standardized several global Microbiology processes that resulted in $700,000 annual savings.
· Successfully developed and implemented several Quality systems, QC methods, LIMS and EM systems.
· Led and resolved Bioreactor and Sterility test failure investigation, wrote regulatory documents and sought release of 4 Synagis® bulk lots (valuing $80.0 million in revenue).
· Resolved bioburden issues of plasma derived product Cytogam® and saved $2 millions; raw material, API issues leading to savings of $1.1 million.
· $23 million facility expansion project: Successfully directed the validation of new facility-utilities, cleaning validations, and process validation GMP consultant (August-October 1999) 

Temporary ad hoc consulting position during job search 
Watson-Schein Pharmaceuticals, Inc., Cherry Hill, NJ

Director of Quality Operations (November 1999-March 2001)

· Joined Schein after the issuance of FDA Consent Decree and Warning Letter and Managed 30 staff members with a budget of $4 Million. 
Exemplary Accomplishments:

· Assisted in formulating the Consent Decree corrective action plan for Schein’s Steris Plant to successfully passé the GMP FDA audits and developed warning letter remediation plan for Schein-Marsam Pharma. 
Advanced Tissue Sciences, Inc. (ATS), La Jolla, San Diego, CA    



(June 1998-July 1999)
Director of Quality Control (June 1998-July 1999)
Managed QC Dept. in a company and managed a budget of $4 million and 28 staff members.
Exemplary Accomplishments
· Resolved warning letter issues within 90- days of joining the company.  Formulated strategies, compliance action plan and developed Quality system to pass the cGMP FDA audit with zero audit observations. Restructured QC dept and hired key staff.
Teva Pharmaceuticals (GensiaSicor), Inc., Irvine, CA
Associate Director, Microbiology (Jan. 1996-June 1998)


Managed QC Microbiology dept, a staff of 25 and $ 5 Million budget in leading generic parenteral drug manufacturing company. Participated and succeeded in 6 FDA and one MHRA and TGA audits. 
Exemplary Accomplishments:

· Optimized Propofol Metabisulfite® formulation (FDA Approved in 1999; Patent US 6147122). 
· Regulatory submissions: Prepared microbiology documents sought approval of 20 ANDAs and two INDs. 

· Led and successfully validated a new state-of-the-art Class100 anti-neoplastic drug filling facility. 
Chesapeake Biological Laboratories Inc., Baltimore, MD.



 (1992-Dec. 1995)
Director, Microbiology Services (1994-1995)






Manager, Quality Control and Microbiology (1992- July 1994)

Managed a total of 12 staff members, QC Chemistry, Microbiology and raw material program in a sterile drug contract manufacturing company. Successfully led QC dept in 2 FDA audits.
 Exemplary Accomplishments:
· Resolved LAL endotoxin problem for sodium hyaluronate manufacturing that increased revenues by $2.5 million.  Implemented $1.2 million agreement with CEL-SCI Corporation.
· Left for Position of greater responsibility at Teva
National Jewish Center for Immunology and Respiratory Medicine, Denver, CO.

Faculty Research Associate, Mycobacteriology and AIDS (1989- July 1991)

Exemplary Accomplishments: 

· Developed and optimized the antimycobacterial activity of liposome encapsulated streptomycin and biodegradable PLPGA Polymer Implant for sustained release of INH. Published several publications
CIBA‑GEIGY Pharmaceutical Limited, Basel, Switzerland (1984- July 1989)
Head, Anti-infective Research for South East Asia 






Managed overall Anti-infective drug research dept and the preclinical development of new antibacterial, antimycobacterial, immune-modulating and antisecretory antidiarrheal agents. Managed staff of 15 analysts and scientists.
Exemplary Accomplishments:

· Successfully established the preclinical development of new Rifamycin analogues: CGP 29861, CGP 7040 and CGP 27557 (patents U.S. 4,681,938; CH 221003131) and CGI 17341. 
Education:

Ph.D., Microbiology, Haffkine Institute, University of Bombay, India, 
M.S., Microbiology, (Medical Microbiology), University of Poona, India, 
B.S., Microbiology, University of Bombay, India, 
Professional Affiliations: Parenteral Drug Association and International Society for Pharmaceutical Engineering (ISPE) 
Professional Publications (list available on request) 
A frequently invited speaker in national and international Scientific, Microbiology & Quality-Compliance conferences hosted by PDA, Barnett International, IBC, CPT, and Pharmaceutical Microbiology Forum & IVT. 
Resume Dilip Ashtekar, Ph.D.

