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SKILLS/SPECIAL QUALIFICATIONS:

Comprehensive experience in interpretation and implementation of FDA regulatory requirements for medical devices, pharmaceutical, biologics, and combination products.

Design and implementation of quality systems, including CAPA, Complaint, Change Control, Management Review, Internal Auditing, Nonconformance, Design Control and Risk Management, Production and Process Control, Software Quality, and Validation.
Specialized technical knowledge of cGMP computerized systems and software as part of a medical device, and software used to manufacture and monitor production systems.  Also includes validation of software supporting Quality systems, and software used to monitor clinical trials.  Clinical trial experience includes software used to interface with study patients, and data acquisition devices associated with the trial.  This includes implantable and life sustaining devices, manufacturing control systems (SCADA, PLC and Environmental Control Systems), laboratory systems (LIMS and test equipment), and terminal sterilization control systems.  Experienced with current interpretation of Part 11, Electronic Records and Electronic Signatures, and Data Integrity audits.
Additional experience with use of AI for assisting release of in-process and finished goods.

Experienced Director level executive management responsible for budgets of $3M, and management of teams of up to 13 employees.

Specializing in in vitro diagnostic products, permanently implantable devices, life sustaining devices, and devices where microbial controls are critical to the safety of the device.  Experienced in all forms of terminal sterilization and aseptic processing.  Experience in complex manufacturing and assembly methods.  Pharmaceutical and medical device experience provides a perfect platform for expertise in combination products.  Extensive knowledge of human and animal tissue products.
Design of effective and maintainable Corrective/Preventive (CAPA) Systems, Design Controls, Non-Conforming Product Management and Investigation, Supplier Management, Product Systems, Complaint Handling Systems, Change Control Systems, Training, and Internal Audits.

Identification and development of compliant and cost-effective corrective actions to address regulatory gaps.

Regulatory Expertise:

Medical Devices:
Implantable (permanent and semi-permanent), Durable and Disposable (commodity items), Electronics, IVDs, Aseptic and Terminal Sterilization Processes

Pharmaceuticals:
Parenterals (LVP and SVP), Antibiotics, API, Bulk Chemicals, 
Creams & Ointments, Solid and Liquid Oral Dosage Form, Cytotoxic 
and radioactive compounds, and hormones

Biologics:

Biotech (mammalian and bacterial), Fractionation, Licensed IVD, 
Monoclonal Antibodies, Blood and Plasma Banking, Human Tissue 
Collection and Processing

Software:
Software as a Class 2 medical device, data and patient acquisition systems, LIMS, PLC, SCADA, diagnostic software, test equipment, equipment control and monitor, environmental control and monitor

Validation:

Software, Process, Cleaning, Equipment, Test Methods, Environment, 
Sterilization, Lyophilization, Blending, Content Uniformity

General:

MDSAP, Due Diligence Audit, Quality System Inspection Technique (QSIT) 
Audit, Quality System Regulation (QSR) Audit, Former FDA, AIP, 
Form 483 Responses, Warning Letter Responses, Consent Decree 
Responses, ISO 13485:2016, ISO 14971:2019 (Risk Management), Quality 
Assurance, Quality Control, Quality Management, Quality Systems 
Development/Implementation, Training

Technical Expertise:

Aseptic Processing, Batch Record Review, Clean-In-Place (CIP), CMC Review, Corrective and Preventive Action (CAPA), Design Controls, Document Controls, Environmental Laboratory Controls, Microbiology, Out-of-Specification (OOS) Investigations, Project Management, Risk Analysis, FMEA Risk Analysis, Root Cause Analysis, Stability Programs, SOP Development, Aseptic Sterilization, Dry Heat Sterilization, ETO Sterilization, Steam Sterilization, Radiation Sterilization, Plasma Pulse Sterilization, Cold Chemical Sterilization, Aseptic Process and Isolator Containment Systems, Cleaning Validation, Process Validation, Complaint Handling, MDR, Medwatch, PMA/510(k) Review, PAI Audits, Advertising and Marketing, PM and Calibration, HPLC and GC validation, Microbiology Laboratory, Chemistry Laboratory

WORK EXPERIENCE: 

2009-Present
Strategic Compliance Services

Principal Consultant

Works with clients in the pharmaceutical, medical device, biologic, and biotechnology industries to develop quality assurance and regulatory strategies for compliance with FDA regulations by:

· Conducting assessments of client studies, procedures, and programs to determine compliance.

· Assisting with development and implementation of quality systems and validation programs.

· Developing and implementing corrective action plans to address deficiencies.

· Presenting GMP/QSR training.

· Developing quality policies and procedures.

Provided guidance to FDA regulated industries, as Compliance Consultant.

2008-2009
Kimberly-Clark Healthcare

Director, Quality and Regulatory Compliance
Responsible for the compliance status of all domestic and international medical device and pharmaceutical manufacturing sites.  My department conducts audits of all sites, driving continuous improvements in all manufacturing, regulatory, and quality systems by identifying compliance issues and ensuring appropriate, adequate and timely corrective actions.  Established a divisional audit program where none previously existed.  Established policies and procedures in the areas of validation, software, supplier quality, Good Documentation Practices, product transfers and integrations, and internal audits.  Ensured no interruption of product availability due to external audits.
2005-2008
Strategic Compliance Services

Principal Consultant

2003-2005
Baxter Healthcare Corporation


Director, Corporate Compliance


Responsible for the compliance status of 205 firms on 6 continents.  Responsible for staff of 12 employees, and a budget of 2M.  My department audited Baxter pharmaceutical and Medical Device manufacturing sites to ensure compliance to FDA, ISO, and local regulations.  Identified compliance issues and reported findings to local management in addition to CEO.  Assisted in development of corrective action plans to address all compliance issues and assisted in response to FD-483 issues.  Responsible for Due Diligence program for acquisition of new companies, in addition to development of integration programs to bring new entities into Baxter's Quality Policy.

1998-2003
PAREXEL Consulting, Alpharetta, GA

Senior Consultant

Performed regulatory audits of multi-national companies and evaluated results to determine global regulatory strategy.

Designed and implemented efficient and cost-effective quality systems.

Performed process mapping and optimization of existing processes.

Developed strategy in response to possible FDA regulatory actions.

Developed risk management programs.

1990-1998
U.S. Food and Drug Administration, Atlanta District Office

Investigator/District Software Expert

FDA Compliance Officer Detail

Worked as District Software Validation Expert, conducting over 100 inspections of Atlanta District’s most complex medical device, pharmaceutical, and biotech industries.

Was international inspection cadre member, performing independent and team inspections of drug and medical device industries in Europe.

Provided evaluation of Establishment Inspection Reports for violations of FDA regulations and wrote Warning Letters to communicate regulatory deficiencies to industry.

Assessed corrective actions initiated by industry in response to FDA regulatory actions for acceptability.

TRAINING:

Extensive training provided by FDA, including attendance at more than 30+ FDA sponsored national training courses and regional workshops related to drugs, medical devices, biologics, and human tissue.

Training in Medical Device Single Audit Program

CERTIFICATIONS:

FDA Level II Certification in Medical Devices

EDUCATION:



B.S. in Microbiology, University of Georgia

Page 4
Sean W. Hilscher


