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Introduction

ïThis seminar will cover theapplication of coming 
soontechnologies that will be available for the regulated 
industryto be in compliancewith the 2009 current Good 
Manufacturingrequirements.The 
newtechnologieswill managethe regulatoryaspects 
providingcross link inthe documentation control necessary to 
be in compliance with the new 21 CFR part 11, 820, 211 and 
600. New software applications can integrate all 
relevantrequirements andactivities necessary to managein 
secure databasesall different regulatoryaspects from the 
planning, scheduling, implementation, execution andfinal 
electronic approval of the documentation in different areas.
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Introduction

ÅNew technologies will provide the power and 

capability to join all business, cGMP and 

regulatory compliance information in one place.  

ÅAll information will be centralized in one 

secure database of information accessible only 

by the authorized personnel.
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Types of information

 

 1.    Compliance 21CFR  Part 11, 211, 820 & 600  

2.    Manufacturing Instructions  

 3.    Standard Operating Procedures    
4.    Design Specifications    

5.    Training Records   

6.    FDA Submissions  

7.    Annual Product Review     

8.    Laboratory Finished Product s    
9.    Laboratory of Raw Materials    
10. Laboratory Packaging Components    

11. Laboratory Microbiology & Sampling    
12. Laboratory of Stability    
13. Experimental Projects and Pilot Lots    

14. Validation Protocols    
15. Media Fills    

 

16. Calibrations  &ISO 13485 compliance     

17. Re -processing & Non -Conformance    
18. CAPAôs, Deviations & Investigations    
19. Complaints    

20. Returned Goods    
21. Recalls    
22. QA Audits and Quality Assessments,  

23. Change Control    
24. Retained Samples    
25. Advanced Statistics  

26. Advanced Custom Reports   

27. Manufacturing Scheduling  

28. Engineering & Preventive Maintenance  

29. P&IDôs Manager,  

 30.  Work Orders Manager  
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Future Requirements

ÅData collection, management, analysis & 

reporting a cross link of all business 

information in secure but simple ways.
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Data Collection- Cross Linked


