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	Fall 2011 Seminars

	

	
ASQ North East Quality Council  is pleased to offer the following seminars in  October/November  2011.  


	SEMINAR
	DAY/DATE
	LOCATION
	Course CODE
	COST

	European Union Medical Device Directive

	Tues/Oct 25, 2011
	Parsippany, NJ
	101
	$350

	Risk Management – ISO 14971
	 Wed/Nov 16, 2011
	Marlborough, MA
	102
	$350

	AS9100C Internal auditing
	 Wed-Fri/Oct 19-21, 2011
	Hartford, CT
	103
	$800

	How to implement Lean Six Sigma 
	 Tues-Wed/Oct 25-26, 2011
	Danbury, CT
	104
	$700

	Certified Bio Medical Auditor course 
	Wed-Fri/Oct 26-28, 2011
	Parsippany, NJ
	105
	$800

	Medical Device Regulations 
	Mon-Tues/Nov 14-15, 2011
	Marlborough, MA
	106
	$700

	Cost of Quality
	Mon/Oct 31, 2011
	Danbury, CT
	107
	$350

	Process Validation 
	Thu/Nov 17, 2011
	Marlborough, MA
	108
	$350

	Measurement, Analysis and Improvement *
	Tue/Oct 11, 2011
	Parsippany, NJ
	109
	$350

	ASQ Certified Pharm. GMP professional 
	Mon-Wed/Nov 7-9, 2011
	Marlborough, MA
	110
	$800

	Integrated Management System * 
	Wed - Oct 12, 2011
	Parsippany, NJ
	111
	$350


  Note: All seminars will be held from 9 AM to 5 PM.  
* Collaborating with Electronics and Communication Division of ASQ

TO REGISTER PLEASE VISIT OUR WEBSITE.
NEQC Administration, Pam Martel, Phone: (508) 987-3800   
E-mail: : Registration@neqc.org Website:  www.neqc.org


For course questions, contact NEQC Marketing Chair, Jay Patel at jayp@qpsinc.com




[image: ASQ Logo 2004]         European Union Medical Device Directive  
NEQC is pleased to present a seminar on…

North East Quality Council




This course will help you understand the requirements of the EU’s Medical Device Directive (MDD) and how to apply the CE Mark to medical devices. Participants will understand the requirements of the MDD including device classification, essential requirements, and conformity assessment paths.

	
Topics Covered:
· Development, aims, and implementation of medical device directives in the EU
· The application and differences of the directives that cover medical devices
· Relationship to other product directives
· Compare & Contrast EU & FDA Procedures and Requirements
· Medical device classification systems
· Conformity assessment paths
· Medical device classification in the EU (by directive)
· The conformity assessment paths in the directives
· Compliance Options by Device Class
· Annex II – Full Quality Assurance System
· Technical files and Design Dossiers
· Essential Requirements
· Using harmonized standards to satisfy the Essential Requirements




























	WHEN:  
	Tuesday, October 25, 2011
	
	

	WHERE:    
	
Parsippany, NJ
	
	

	Course Code:
	101

	TIME: 
	9:00am to 5:00pm

	COST:
	$350 (includes refreshments, lunch and course materials)












TO REGISTER PLEASE VISIT OUR WEBSITE.
NEQC Administration, Phone: (508) 987-3800  Fax: (508) 987-1464   
E-mail: : Registration@neqc.org Website:  www.neqc.org


For course questions, contact NEQC Marketing Chair, Jay Patel at jayp@qpsinc.com

[image: ASQ Logo 2004]         NEQC is pleased to present a seminar on…
Risk Management  

North East Quality Council



This risk management course is designed to provide participants with the knowledge, tools, and confidence to effectively develop a risk management program. The ISO 14971 Risk Management Standard will be reviewed & analyzed in detail. As a management tool used throughout a product’s life, risk analysis can reduce errors, liability and cost by prioritizing the most important risk concerns early. The course will feature both lecture and an active question-and-answer portion to bring real life situations to participants. Please bring risk issues to discuss.

	
What you will learn:
· Understand the principles of risk management planning in developing procedures and practices to analyze, evaluate and mitigate risks

· Understand what the FDA and EU will expect from your company in applying risk analysis to medical devices

· Understand the requirements of ISO 14971

· Understand the application of risk analysis methodologies such as FMEA and FTA 

· Developing Plan for reducing the risk 

· Practical knowledge to not only discover but also organize, document, and mitigate risks.

· Exercises




























	WHEN:  
	November 16, 2011
	
	

	WHERE:    
	Marlborough, MA
	
	

	Course Code:
	102

	TIME: 
	9:00am to 5:00pm

	COST:
	$350 (includes refreshments, lunch and course materials)












TO REGISTER PLEASE VISIT OUR WEBSITE.
NEQC Administration, Phone: (508) 987-3800  Fax: (508) 987-1464   
E-mail: : Registration@neqc.org Website:  www.neqc.org


For course questions, contact NEQC Marketing Chair, Jay Patel at jayp@qpsinc.com
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NEQC is pleased to present a seminar on…

North East Quality Council

  Understand and determine how to audit to the 
AS9100C standard. 


Do you know how to conduct a value added audit? This course has been designed to help you understand and determine how to perform an internal or external audit for the AS9100C Management System, as well as showing how to effectively document and deploy it for optimum results.
[image: ]

Note: A Two hour Exam will be given to those who wish to obtain a certificate showing successful completion of the Internal auditing training requirement.






This three day, intensive course covers the following:

	· Principles of quality management
	· Developing audit checklists

	· Understanding the AS9100C requirements 
	· Conducting audits

	· Internal Auditing Process
	· Developing audit reports

	· Audit planning & preparation
	· Making continual improvement


.


We are offering this course at the following location:

	DATE:  
	October 19-21, 2011
	
	

	LOCATION:
	Hartford, CT
	
	

	Course Code
	103
	
	

	TIME: 
	9:00am to 5:00pm                                                          
	

	FEE:  
	$ 800 (includes refreshments, lunch and course materials)







	TO REGISTER PLEASE VISIT OUR WEBSITE.
NEQC Administration, Phone: (508) 987-3800  Fax: (508) 987-1464   
E-mail: : Registration@neqc.org Website:  www.neqc.org



For course questions, contact NEQC Marketing Chair, Jay Patel at jayp@qpsinc.com


[image: ASQ Logo 2004]HOW TO IMPLEMENT 
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NEQC is pleased to present a seminar on…

North East Quality Council




Today’s businesses are experiencing savings of 20 to 25 % of total revenues as the result of implementing Six Sigma & Lean.  We have developed this seminar to present Six Sigma & Lean, and show you the knowledge you need to develop and implement a program which will achieve high Return On Investment.  This seminar will help you to transform real world problems into real time solutions!

        The seminar topics:
	· Six Sigma & Lean  
· Lean Six Sigma Methodologies	
· Preparing an organization To Launch 
· How to Change the Culture

	· Metrics
· Lean Six Sigma Process
· Key Tools for Six Sigma & Lean
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Are you looking for a way to better your business?  
Then, this is the seminar for you.  This seminar is for companies that want to implement Six Sigma, Lean, or both.


	WHEN:  
	October 25-26, 2011
	
	

	WHERE:    
	
Danbury, CT
	
	

	Course Code:
	104

	TIME: 
	9:00am to 5:00pm

	COST:  
	$ 700   Lunch and classroom materials are provided.









Reserve your space and let us show you how your organization can develop/implement programs to achieve breakthrough improvements!



	TO REGISTER PLEASE VISIT OUR WEBSITE.
NEQC Administration, Phone: (508) 987-3800  Fax: (508) 987-1464   
E-mail: : Registration@neqc.org Website:  www.neqc.org




For course questions, contact NEQC Marketing Chair, Jay Patel at jayp@qpsinc.com


NEQC is pleased to present a seminar on…


[image: ASQ Logo 2004]CERTIFIED BIO MEDICAL AUDITOR PREP. COURSE

North East Quality Council



 
Are you looking to become certified by the recognized body of ASQ?  Learn what you will need to know to take the Certified Bio Medical Auditor Exam!  

The Certified Biomedical Auditor needs to understand the principles of standards, regulations, directives and guidance for auditing a biomedical system while using various tools and techniques to effectively evaluate the system. This course will give you the knowledge and the tools to analyze the system and reports to ensure compliance and identify deficiencies. 
[image: bs01319_]


This course helps you to prepare for ASQ Certified Biomedical Auditor. The course covers all items of the Body of Knowledge as identified by ASQ.  (Please check www.ASQ.org for details.)  The course includes multiple choice questions and discussions to ensure students are prepared for the exam.  




Please call ASQ 1-800-248-1946 for Certification/Exam Application details. Certification/Exam fee is not included in this price. 
	 	 	  		 
Clear your calendar and mark the dates!

Date:  	 October 26-28, 2011  
Location:	Parsippany, NJ   
Course Code:	105
Time:	9:00am to 5:00pm
Course Fee:   	$800 ((includes refreshments, lunch and course materials)

Two textbooks & customized class materials will be provided. 


	TO REGISTER PLEASE VISIT OUR WEBSITE.
NEQC Administration, Phone: (508) 987-3800  Fax: (508) 987-1464   
E-mail: : Registration@neqc.org Website:  www.neqc.org




For course questions, contact NEQC Marketing Chair, Jay Patel at jayp@qpsinc.com 

NEQC is pleased to present a seminar on…
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[image: bs01319_]																													 
This course has been designed to help you understand the requirements of FDA regulations and focuses on regulatory requirements specific to Medical Devices.

Although specific to Medical Devices, this course is also helpful to Pharma and Biologic firms to understand how FDA is applying the Quality System Regulation to their industries.




The seminar topics include:
	· Legal & Regulatory Organization
· Medical Device Classification
· Registration, Listing, Clearance & Labeling
· Management Controls
· Corrective & Preventive Actions
	· Production & Process Controls
· Facility & Equipment Controls
· Material Controls
· Records, Documents & Change Controls
· Statistical Techniques



	 	 	  		 

Clear your calendar and mark the dates!

Date:  	 November 14-15, 2011  
Location:	Marlborough, MA   
Course Code:	106
Time:	9:00am to 5:00pm           
Course Fee:   	$700 (includes refreshments, lunch and course materials)


	TO REGISTER PLEASE VISIT OUR WEBSITE.
NEQC Administration, Phone: (508) 987-3800  Fax: (508) 987-1464   
E-mail: : Registration@neqc.org Website:  www.neqc.org



For course questions, contact NEQC Marketing Chair, Jay Patel at jayp@qpsinc.com
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NEQC is pleased to present a seminar on…
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Are you looking for a way to better your business?  
Then, this is the seminar for you.  This seminar is for companies that want to identify and eliminate unnecessary costs of poor quality.




        The seminar topics:
	· Key Dimensions of Quality
· Misconceptions about Quality, Productivity & Costs
· Linking Quality to Productivity
· Linking Quality to Profitability
· Linking Quality to Competitiveness
· Principles of Quality Cost
· General Categories of Quality Costs

	· Hidden Cost of Quality & Their Effects
· Basics of Reducing Quality Costs
· Reducing Quality Costs – The Process
· Tools to Reduce Quality Costs
· Case Studies
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	WHEN:  
	October 31, 2011
	
	

	WHERE:    
	Danbury, CT
	
	

	Course Code:
	107

	TIME: 
	9:00am to 5:00pm

	COST:  
	$ 350   Lunch and classroom material are provided.









Reserve your space and let us show you how your organization can develop/implement programs to achieve improvements!


	TO REGISTER PLEASE VISIT OUR WEBSITE.
NEQC Administration, Phone: (508) 987-3800  Fax: (508) 987-1464   
E-mail: : Registration@neqc.org Website:  www.neqc.org




For course questions, contact NEQC Marketing Chair, Jay Patel at jayp@qpsinc.com

NEQC is pleased to present a seminar on…
[image: ASQ Logo 2004]
PROCESS VALIDATION


 	               		North East Quality Council


[image: bs01316_]



This seminar is designed to help you understand the process validation concepts, documentation requirements, and how to validate. 
                               

This course is for the Manufacturing Industries.


Seminar Topics:
· Process validation concepts
· The requirements framework
· Process validation approaches
· Design qualification
· Statistical methods
· Operational qualification
· Performance qualification
· Software qualification					
			  
			 	 

                                                                           
Clear your calendar and mark the date!

	WHEN:  
	November 17, 2011

	WHERE:    
	Marlborough, MA

	Course Code:
	108

	TIME: 
	9:00am to 5:00pm

	COST:
	$350  (includes refreshments, lunch and course material)





	TO REGISTER PLEASE VISIT OUR WEBSITE.
 NEQC Administration,   Phone: (508) 987-3800  Fax: (508) 987-1464
E-mail: Registration@neqc.org   Website: www.neqc.org




For course questions, contact NEQC Marketing Chair, Jay Patel at jayp@qpsinc.com


 NEQC is pleased to present a seminar on:	
[image: ASQ Logo 2004]Measurement, Analysis & Improvement 

North East Quality Council




This course is for Quality professionals, engineers, managers, manufacturing people and anyone involved in measurements.This seminar covers:

· QMS Requirements for measurement, analysis & improvement (ISO, TL 9000, AS 9100)
· Metric identification
· Data collection process
· Analysis tools & techniques
· Improvement tools & techniques
· Customer satisfaction measurement
Note: TL 9000 Measurement System will be used.


[bookmark: _GoBack]This is offered in collaboration with the Electronics and Communication Division.

This one-day course has been designed to help you understand the measurement system methodologies including the metrics, analysis & improvement tools & techniques. Students will also learn how to measure customer satisfaction. 


[image: MCj01880730000[1]]


We are offering this course at the following location:
	DATE:  
	October 11, 2011
	
	

	LOCATION:
	
Parsippany, NJ
	
	

	Course Code
	109
	
	

	TIME: 
	9:00am to 5:00pm                                                          
	

	FEE:  
	$ 350.00 (includes refreshments, lunch and course materials)

	

TO REGISTER PLEASE VISIT OUR WEBSITE.
NEQC Administration, Phone: (508) 987-3800  Fax: (508) 987-1464   
E-mail: : Registration@neqc.org Website:  www.neqc.org




For course questions, contact NEQC Marketing Chair, Jay Patel at jayp@qpsinc.com


NEQC is pleased to present a seminar on…
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CERTIFIED PHARM. GMP PROFESSIONAL COURSE

North East Quality Council
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Are you looking to become certified by the recognized body of ASQ?  Learn what you will need to know to take the Certified Pharm. GMP Professional Exam!  




This refresher course will briefly cover all items of the Body of Knowledge as identified by ASQ.  (Please check www.ASQ.org for details.)  The instructor will spend 50% of the time on multiple choice question/answer sessions to ensure students are prepared for the exam.  

Please call ASQ 1-800-248-1946 for Certification/Exam Application details. Certification/Exam fee is not included in this price. 
	 	 	  		 

Clear your calendar and mark the dates!

Date:  	 November 7-9, 2011  
Location:	Marlborough, MA   
Course Code:	110
Time:	9:00am to 5:00pm
Course Fee:   	$800 (includes refreshments, lunch and course materials)

One textbook & customized class materials will be provided. 300 test questions will be reviewed in the class.




	TO REGISTER PLEASE VISIT OUR WEBSITE.
NEQC Administration, Phone: (508) 987-3800  Fax: (508) 987-1464   
E-mail: : Registration@neqc.org Website:  www.neqc.org




For course questions, contact NEQC Marketing Chair, Jay Patel at jayp@qpsinc.com
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NEQC is pleased to present a seminar on…

North East Quality Council





[image: j0078728]Do you want to optimize and synchronize processes and information?  Do you need to streamline and integrate multiple quality systems? 

This seminar provides you with a roadmap to integrate various systems and existing policies and procedures. 
 	  

	
Course Topics:
· Quality Management System (e.g. ISO 9001, TL9000)
· Environmental Management System (ISO 14001)
· Safety Management System (OHSAS 18001)
· Financial Management System
· How to Integrate & Link Multiple Systems 
· Examples of Integrated Systems
· 


  







Clear your calendar and mark the date!




Note: This seminar is offered in collaboration with the Electronics & Communication Division. 
Linked management system book by Sandy Liebesman, Past Education Chair, is provided.


	WHEN:  
	October 12, 2011
	

	WHERE:    
	 
Parsippany, NJ
	

	Course Code:
	111

	TIME: 
	9:00am to 5:00pm

	COST:
	$350 (includes refreshments, lunch and course materials)










	
TO REGISTER PLEASE VISIT OUR WEBSITE.
NEQC Administration, Phone: (508) 987-3800  Fax: (508) 987-1464   
E-mail: : Registration@neqc.org Website:  www.neqc.org




For course questions, contact NEQC Marketing Chair, Jay Patel at jayp@qpsinc.com


    [image: ASQ Logo 2004] Please complete a separate form for each attendee.
Mail or fax this form, with credit card information (at the bottom), or enclose check payable to “NEQC- ASQ ” to:

Pam Martel, NEQC Registrar
ASQ - NEQC
1 Sunny Hill Drive, Oxford, MA 01540
Phone:  508-987-3800  Fax:  508-987-1464
registration@neqc.org
www.neqc.org 




PLEASE PRINT OR TYPE INFORMATION

Name: ________________________________________________________   Mem. No.: _____________   Section/Chapter: _______
Mailing Address:______________________________________ City: ________________________ State:________ Zip:___________ 
Phone (Work): _____________________________ (Home): _____________________________ Fax: __________________________ 
Email (work): _______________________________________ Email (home): _____________________________________________
Company Name: _____________________________________________  Job Title: __________________________________________ 
Co. Address:____________________________________________ City:_______________________ State: ________ Zip: __________
Note: All Seminars start at 9:00 AM and end by 5:00 PM
	Seminar Code/Date
	Seminar Title
	Seminar Fee

	
	
	

	
	
	

	
	
	


PLEASE NOTE THE SEMINAR(S) YOU WISH TO ATTEND:
Payment Information:   ___  Check	 ___  Credit Card 		   		   Total Fee:  $_________
Note: ASQ NEQC Tax ID No. 39-0912502  (Corporation)	                                              *Discount:   $_________
						         			               	 Net Fees:    $__________   
HOTEL ACCOMMODATIONS
You are responsible for making your own reservations. Please contact hotels directly for directions and special hotel rates for registration. You may also log onto our website; www.NEQC.org for hotel directions.
PAYMENT INFORMATION (NOTE: Confirmations will be made by email only)
Advance registration must be accompanied by payment in full for all desired seminars. Make checks payable
to NEQC (North East Quality Council of ASQ). All registrations will be confirmed within 14 days prior to
the seminar.
NOTE: Only cancellations made 7 days in advance of the seminar can be refunded. 10% cancellation processing fee will be charged. Substitutions can be made at any time. Credit Card Information
  Check One: Visa _____  M/C _____ AmEx _____
Name on Card: ___________________________
Billing Address: ___________________________
________________________________________
Card No. ________________________________
Expires: _______________Security Code:______ 
Signature: ________________________________

	* NEQC is offering a 10% discount for:
· 3 or more attendees from the same company for the same seminar
  OR
· Attending 3 seminars
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