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Technical Self-Assessment – Please rate yourself according to your ability to train, coach and mentor others on the tools listed below.
	Quality Tools and Methods
	1
	2
	3
	4
	5

	1. NDA, IND
	
	
	
	
	

	2. Domestic and international Pharmaceutical regulatory and labeling exp.
	
	
	
	
	

	3. Regulatory Affairs
	
	
	
	
	

	4. Pharmaceutical Regulatory exp.
	
	
	
	
	

	5. ISO 
	
	
	
	
	

	6. SPC
	
	
	
	
	

	7. MHRA
	
	
	
	
	

	8. Multiple Plant Responsibilities
	
	
	
	
	

	9. California Pharmaceutical Regulatory exp.
	
	
	
	
	

	10. NDC Listings
	
	
	
	
	

	11. CQE
	
	
	
	
	

	12. Auditing
	
	
	
	
	

	13. Rx Product exp. 
	
	
	
	
	

	14. Budgeting
	
	
	
	
	

	15. OTC Product exp.
	
	
	
	
	

	16. FDA
	
	
	
	
	

	17. Quality
	
	
	
	
	

	18. GMP
	
	
	
	
	

	19. Managing Subordinates
	
	
	
	
	

	20. Clinical Trials / R&D
	
	
	
	
	

	21. Validation
	
	
	
	
	

	22. 
	
	
	
	
	

	23. 
	
	
	
	
	

	24. 
	
	
	
	
	

	25. 
	
	
	
	
	

	26. 
	
	
	
	
	


1 = unfamiliar

2 = familiar/have knowledge and limited application experience

3 = knowledgeable, some application experience and have taught others

4 = expert level knowledge and significant experience teaching 

5 = expert level knowledge and extensive application experience

