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Topic:  Basic Clean Room Technology, Operation and Contamination Control in a Nutshell 
Course Location: Orlando, FL
Date: March 5, 2018
-------------------------------------------Who Should Attend---------------------------------------
This conference will provide a great resource to personnel involved within the following departments in the Pharmaceutical, Biotechnology, Diagnostics, Drugs, Cell Therapy, Biologics and Medical Device industries:

· Quality Control 

· Manufacturing/Production
· Senior Management

· Regulatory Affairs 

· Quality Assurance 

· Compliance
· Design Engineers

· Facility, Maintenance and Engineering

· Test Contractors

However, if you are already familiar with how to achieve an effective Clean room technology and contamination control, you may recommend this webinar to anyone in your company that may require additional knowledge about this subject.

----------------------------------------Learning Objectives------------------------------------------

1. Discuss the basics, background and types of clean room classification.
2. Described sources of clean room contamination, settling rates and contamination control process.
3. List the various classifications/levels, regulations, and clean room applications based on classification.
4. Describe clean room validation process and rationale for performing the validation process.
5. Discuss the routine clean room monitoring processes and investigations associated with a clean room monitoring excursion.
----------------------------------------Course Description-------------------------------------------
This accredited training will offer a basic understanding of the Clean Room regulations, design, classification, sources and types of particles. The different classifications and limits for Clean room particles as it applies to various regulatory bodies’ and requirements (US, EU and ISO) will be addressed. Special attention will be given to understanding how to create a common ground between these varying regulations and requirements will be discussed. The types of micro-organisms, routine monitoring processes, typical mitigation steps in ensuring an effective contamination control through monitoring, sanitization, cleaning, personnel training, gowning, and material, product and personnel flow during a clean room operation will be addressed.
Module#1 (Basics, Background and Clean room Classification)
· Summary of the Regulations Guiding Clean room Technology, Design and Verification
· Types of Clean room Classifications and Requirements  
· EU Requirements and Classification
· USP Requirements and Classification
· ISO Requirements and Classification
· Bridging the Gap between the various Regulatory Bodies’ and Requirements
· Types and Sizes of Clean room Particles
· Typical Uses of Various Levels of Clean room Classifications
· Ensuring an Effective Design of Clean rooms
Module#2 (Basics of Microbiology, Sources of Contaminants and Contamination Control)
· Clean room Microbes and Microbial Growth:
· Bacteria as a Clean room Contaminant
· Mold as a Clean room Contaminant
· Sources of Clean room Particulate Contaminants
· Sources of clean room particles contamination 
· Typical settling rates of particles contaminants within clean rooms
· Contamination Control and Disinfection Processes within Clean rooms
· Mitigating particulate contaminants
· Cleanroom HEPA Filtration 
· Cleanroom cleaning, sanitization and/or disinfection process
· Other Best Practices - Control of Clean room Contaminants:
· Cleanroom Personnel Training 
· Basic Aseptic Practices
· Gowning Practices and Personnel Qualification
· Personnel Clean room behavior
Module#3 (Cleanroom Cleaning Validation, Routine Monitoring and Investigation)
· Cleaning Validation
· Summary of cleanroom qualification processes
· Process steps applicable to clean rooms
· Understanding the importance and utilizing the data from clean room cleaning validation
· Monitoring Cleaning Procedure Effectiveness
· Routine Monitoring Programs Applicable to Cleanroom Particulates 
· Testing Types
· Typical cleanroom deviations and environmental monitoring excursions
· Investigating and correcting deviations and environmental monitoring excursions
Question and Answer Session
Tuition and Registration

TUITION*– Single Rate: U.S.$1,295.00 per person Group Rate: U.S.$1,245.00 per person**

Register at www.pharmabiodeviceconsultant.com. For Questions and Information call Customer Service at 240-678-2020.

Please Note: Multiple participants are not authorized to share access provided to a single registrant, a single dedicated seat license must be purchased for each individual. Pharmabiodevice Consulting LLC reserves the right to cancel access or collect the group rate payment if this requirement has been violated. Only registered participants will receive accreditation.

System Requirements: PC-based attendees: Windows(R) 7, Vista, XP or 2003 Server/Macintosh(R)-based attendees: Mac OS(R) X 10.4.11 (Tiger(R)) or newer

Online Training Course/Courses of interest
1. Basic Requirement of the Bacterial Endotoxin Testing (BET) or LAL Program–An Online Course. The course ID# 2567

2. CAPA: A Critical Quality System Requirement–An Online Course. The course ID# 2570

3. Clean Room Operations in a Nutshell–An Online Course. The course ID# 2662

4. Designing an Effective Environmental Monitoring Program–An Online Course. The course ID# 2765

5. Environmental Monitoring (EM) Program Basics–An Online Course. The course ID# 2663

6. Out-of-Specification (OOS) Result Investigation–An Online Course. The course ID# 2581

7. Performing an Effective, Robust and Compliant Sterility Failure Investigation: How to Avoid Common Mistakes–An Online Course. The course ID# 2766

8. Standard Operating Procedure (SOP) and Standard Test Method (STM) Requirements–An Online Course. The course ID# 2584

Course Director

Charity Ogunsanya, (Owner/CEO), Pharmabiodevice Consulting LLC. Charity Ogunsanya has more than 26 years of extensive experience within the Biologics, Pharmaceuticals, Radiopharmaceuticals, Biotechnology and Medical Device Industries and has been the Microbiology, Sterility Assurance, Contamination Control, Aseptic processing, Quality Control Subject Matter Expert (SME) for multiple fortune 100 companies. She has a Bachelor of Science degree in Microbiology from the University of Benin-Nigeria and has a Masters degree from the Advanced Academic Master’s Biotechnology Program at the Johns Hopkins University with concentration in Biotechnology/Biodefense. She is the CEO/ Owner of her consulting firm name Pharmabiodevice Consulting LLC. Her consultancy provides support to Biologics, Pharmaceuticals, Radiopharmaceuticals, Biotechnology and Medical Device Industries.
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