Identified Pitfalls/Failures

	1.  Quality Assurance Program
	6.  Design

	2.  Personnel Training and Qualification
	7.  Procurement

	3.  Quality Improvement
	8.  Inspection and Inspection Training

	4.  Documents and Records
	9.  Management Assessment

	5.  Work Processes
	10.  Independent Assessment


	Previously identified as “Procurement” findings – Criteria 7
	Applicable Criterion of 10 CFR 830.120 Subpart A

	Historical Pitfalls/Failures in Supply Chain
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10

	Incorrect and/or conflicting specifications
	
	
	
	X
	
	X
	
	
	
	

	Design requirements not correctly translated into specifications
	
	
	
	X
	
	X
	
	
	
	

	Incorrect Quality Level determinations 
	
	
	
	
	X
	
	
	
	
	

	Failure to evaluate and approve suppliers
	
	
	
	
	X
	
	X
	
	
	

	Purchase order not flowing down the specific R&I requirements
	
	
	
	
	X
	
	X
	
	
	

	Inadequate and incomplete documentation with receipt inspection and vendor qualification
	
	
	
	X
	
	
	X
	X
	
	

	Failure to ensure material complied with performance requirements
	
	
	
	
	X
	
	
	X
	
	

	Failure to perform required receipt inspections
	
	
	
	
	X
	
	
	X
	
	

	Acceptance and/or use of material prior to inspection
	
	
	
	
	X
	
	
	X
	
	

	Improper identification and control of material
	
	
	
	
	X
	
	
	
	
	

	Inappropriate storage of procured items per procurement specifications
	
	
	
	
	X
	
	
	
	
	

	Changes to design work did not incorporate applicable requirements and design bases
	
	
	
	
	X
	X
	
	
	
	

	Failure to review impact of design change to criticality safety analysis prior to acceptance
	
	
	
	
	X
	X
	
	
	
	

	No maintained list of “qualified vendors”
	
	
	
	
	
	
	X
	
	
	

	Failure to maintain quality inspection records
	
	
	
	X
	
	
	
	X
	
	

	Failure to establish and maintain an adequate process to detect and prevent quality assurance related problems
	
	
	X
	
	
	
	
	
	
	

	No documentation maintained to ensure traceability of parts
	
	
	
	X
	X
	
	
	
	
	

	Suppliers not evaluated and selected on the basis of specified criteria
	
	
	
	
	
	
	X
	
	
	

	Work processes not performed to established technical standards and administrative controls
	
	
	
	
	X
	
	
	
	
	

	Failure to apply adequate quality controls to ensure manufacture to specifications
	
	
	X
	X
	
	
	
	
	
	

	Failure to obtain required review and approval before accepting the vendor’s design change 
	
	
	
	X
	
	X
	
	
	
	

	Procedures used to qualify suppliers not adequately implemented


	
	
	
	
	X
	
	X
	
	
	

	Tests and inspections performed outside of specified conditions or did not meet specified acceptance criteria, yet were accepted
	
	
	
	
	X
	
	
	X
	
	

	Documentation of vendor inspections or tests were not recorded, or other sign-offs were not recorded
	
	
	
	X
	
	
	
	X
	
	

	Incorrect receiving and inspection


	
	
	
	
	X
	
	
	X
	
	

	Material accepted for use without the proper documentation showing acceptability
	
	
	
	X
	
	
	
	X
	
	

	Did not maintain proper identification and control of material


	
	
	
	
	 X
	
	
	
	
	

	No requirement for receiving inspection to verify material met specifications
	
	
	
	X
	
	
	
	X
	
	

	Allowing supplier who did not have an adequate quality assurance program to continue work
	
	
	
	
	X
	
	X
	
	
	

	Non-timely issuance of nonconformance reports


	
	
	X
	
	
	
	
	X
	
	


Note:  Criterion 1,2,9,and 10 may also apply.  Focus was primarily on 3-8 for purposes of this discussion.

