Attachment

DOE Packaging Quality Assurance Program Compliance Matrix
Background

In January 2010, the Department of Energy (DOE) Packaging Certification Program (PCP) staff developed DOE/EM/PCP /QA-2010-1, Quality Assurance Guidance for Packaging of Radioactive and Fissile Materials to provide DOE and DOE Contractors with a consistent, systematic approach for implementing the 10 CFR Part 71, Subpart H, Quality Assurance requirements.  This document provides guidance on the criteria used by the PCP in reviewing and approving quality assurance (QA) Programs.  The Guide is available online at http://rampac.energy.gov/PBoK.htm#DOE

The purpose of the following compliance matrix is to identify and provide documentation that implements the requirements of 10 CFR Part 71, Subpart H.  The Subpart H requirements are applicable to DOE and DOE Contractors participating in the design, fabrication, procurement, use or maintenance of NRC or DOE certified Type B and fissile radioactive materials packaging.
Instructions

1.
Column 1 – Subpart H, requirement subsection reference
2.
Column 2 – Subpart H, requirement subsection title 
3.
Column 3 – Does this section of Subpart H apply to the QA Program (e.g., Section 71.107, Design Control, would only not necessarily apply to a user only)?

4.
Column 4 – Applicable section, criterion, and page reference from DOE/EM/PCP/QA-2010-1, Quality Assurance Guidance for Packaging of Radioactive and Fissile Materials

Refer to the Section, Criterion, and page reference in the Guide to identify the requirements and applicability of your participation (e.g., design, fabrication, procurement, use, or maintenance).
4.
Column 5 - Implementing Documents (i.e., Plans, Manuals and/or Procedures)


Provide a listing of reference documents that implement applicable QA requirements.

DOE Element (e.g., site office, field office, etc.) or DOE Contractor responsible for radioactive material packaging safety should provide the completed matrix in a transmittal letter along with any reference documents on a CD/DVD using portable document format (PDF) files.  The transmittal letter should include relevant activities for Type B and fissile material packaging (e.g., design, fabrication, procurement, testing, use, maintenance, and/or repair) that apply to DOE element or DOE contractor's packaging responsibilities. The letter and other information should be mailed to: 
Dr. James M. Shuler

Manager, DOE Packaging Certification Program

U.S. Department of Energy

Environmental Management
EM-33, CLOV-2047

1000 Independence Avenue, SW

Washington, D.C.  20585
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Subpart H

Section
	Title
	Applicable Section

(Y or N)
	DOE/EM/PCP/QA-2010-1
QA Guidance (Ref - Section/Criterion/Page#)
	Implementing Documents

(i.e., Plans, Manuals and/or 

Procedures)

	71.103
	Quality Assurance Organization
	
	Section 2.1. Criterion I: Quality Assurance Organization, page 13
	

	71.105
	Quality Assurance Program
	
	Section 2.2. Criterion II: Quality Assurance Program, page 18
	

	71.107
	Package Design
Control
	
	Section 2.3. Criterion III: Package Design Control, page 22
	

	71.109
	Procurement Document Control
	
	Section 2.4. Criterion IV: Procurement Document Control, page 27
	

	71.111
	Instructions, Procedures, and Drawings
	
	Section 2.5. Criterion V: Instructions, Procedures, & Drawings, page 30
	

	71.113
	Document Control
	
	Section 2.6. Criterion VI: Document Control, page 33
	

	71.115
	Control of Purchased Material, Equipment, and Services
	
	Section 2.7. Criterion VII: Control of Purchased Material, Equipment, & Services, page 36
	

	71.117
	Identification and Control of Materials, Parts, and 

Components
	
	Section 2.8. Criterion VIII: Identification & Control of Materials, Parts, & Components, page 40
	

	71.119
	Control of Special Processes
	
	Section 2.9. Criterion IX: Control of Special Processes, page 41
	

	71.121
	Internal Inspection
	
	Section 2.10. Criterion X: Internal Inspection, page 44 
	

	71.123
	Test Control
	
	Section 2.11. Criterion XI: Test Control, page 48
	

	71.125
	Control of
Measuring and Test Equipment
	
	Section 2.12. Criterion XII: Control of Measuring & Test Equipment, page 51
	

	71.127
	Handling, Storage, and Shipping Control
	
	Section 2.13. Criterion XIII: Handling, Storage, & Shipping Control, page 53
	

	71.129
	Inspection, Test, and Operating Status
	
	Section 2.14. Criterion XIV: Inspection, Test, & Operating Status, page 56
	

	71.131
	Nonconforming Materials, Parts, or Components
	
	Section 2.15. Criterion XV: Nonconforming Materials, Parts, or Components, page 58
	

	71.133
	Corrective Action
	
	Section 2.16. Criterion XVI: Corrective Action, page 60
	

	71.135
	Quality Assurance Records
	
	Section 2.17. Criterion XVII: Quality Assurance Records, page 62
	

	71.137
	Audits
	
	Section 2.18. Criterion XVIII: Audits, page 66
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