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Our dedicated staff has more than a century’s worth of combined experience and knowledge dealing with Quality Assurance issues in the drug product and drug substance pharmaceutical industry.  In today’s regulated environment, it is increasingly more important to obtain the skill sets necessary to make quality conscience and compliant decisions.  

Our 20-week Quality Assurance Accreditation Program is targeted to employees with five years or less experience, and is conducted by one-hour telephone coaching calls.  This program provides the following information to students:

· Examine all activities pertinent to effectively perform Quality Assurance job functions in the pharmaceutical or related industries

· Answer specific questions regarding Quality Systems and Quality Programs

· Provide guidance for establishing quality programs in pharmaceutical operations

· Present students with the knowledge required to achieve quality compliance

Overview

· Training Materials:  Approximately 20 training booklets.

· Weekly assignments and preparation of questions.

· Weekly one-hour coaching sessions by telephone.
· E-mail support.

· Final Exam.  Multiple choice.  Passing grade >/= 80%.

· Accreditation Certificate issued with one year expiration date.

Benefits
· Employees develop skill set needed necessary to make quality conscience and compliant decisions.

· Cost Effective.  Significantly less than sending employees off-site.  Saves travel and hotel costs.

· Educationally Effective.  Employees are not bombarded with too much information at one time.  The weekly format allows students to prepare and get the most out of each session.

· Accreditation of your employees demonstrates that you are serious about your responsibility to maintain a high level of compliance within your company in today’s highly regulated environment.

· Fulfills GMP training requirement (21 CFR 211.25)

Audit Option

· Significantly enhance the effectiveness of the training for your employee in your particular setting.

· Includes a one-day visit to your facility to meet with the trainee, assess and audit their working environment, understand the types of challenges they may face with their day to day responsibilities.  

· Audit can occur before or during the 20-week training period.  

· Please note that there is an additional charge for this option.

Costs


· $2495 for 20-week program 
· $2000 additional for on-site audit option

· Payable by credit card prior to 1st week of class. 

Syllabus
1.  The Quality Audit
2.  Preparing for the Audit

3.  Pharmaceutical Cleaning

4.  Prevention of Cross Contamination

5.  The Basic Elements of an Investigation

6.  Corrective Action/Preventative Action

7.  US FDA vs. Barr Laboratories

8.  Computer System Validation 

9.  The Batch Record

10.  Calibration Master Plan

11.  Annual Product Review

12.  Change Control

13.  Receiving and Warehousing

14.  Validation

15.  Training

16.  Stability

17.  Quality Systems

18.  Documentation Systems

19.  21 CFR, Parts 11, 210 and 211 plus ICH Q7a

20.  Final Exam

APPLICATION FORM

	Applicant Contact Information

	

	Full Name
	

	Job Title
	

	Company Name
	

	Company Address
	

	Company City, State, Zip
	

	Day Phone
	

	Fax
	

	E-Mail Address
	


	About You

	

	Company Description/Website
	

	Years QA Experience
	

	Maximum Education Level
	

	Other Background Information
	

	
	

	
	


	Program Choice
	
	Questions or Comments?

	
	
	

	Program
	· 
	Cost
	
	

	QA Accreditation Program
	
	$2565 USD
	
	

	Audit Option
	
	$2000 USD
	
	

	Total Amount Due
	
	
	
	


	Payment 

	

	Payment Method (Circle One)
	         Visa                    MasterCard                American Express

	Name on Card
	

	Card Number
	
	Exp Date

	Authorized Signature
	

	Date
	


Mail or Fax your completed application to Compliance Insight, Inc., 5650 Boymel Drive, Suite 1, Fairfield, OH 45014.  Fax:  513-860-3406.  Phone: 513-860-3512.  Email: info@compliance-insight.com.  
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