Department of Energy
Washington, DC 20585

L 28 206

MEMORANDUM FOR DISTRIBUTION %{
FRANK MARCINOWSKI For

FROM:
HEADQUARTERS CERTIFYING OFFICIAL
DEPUTY ASSISTANT SECRETARY FOR
TECHNICAL AND REGULATORY SUPPORT

SUBJECT: Quality Assurance Program Approval Requirements

On May 14, 2010, the Deputy Secretary approved a revised Order, Department of Energy
(DOE) O 460.1C, Packaging and Transportation Safety. In that Order subparagraph
4.a.(3), Quality Assurance (QA), directs that each entity that participates in the design,
fabrication, procurement, use, or maintenance of a hazardous materials packaging must
have a QA Program approved and audited by the Headquarters Certifying Official (HCO)
that satisfies the requirements of 10 CFR Part 71, Subpart H, QA, for certified Type B
and fissile radioactive materials packagings. The Contractors Requirements Document
(CRD) in paragraph 6 of the Order imposes the same requirement on DOE contractors.
This requirement is a change from the previous Order, which assigned the responsibility
for approval and audit to the Heads of Operations Offices or Field Offices/Site Office
Managers for the many of the packaging QA Program requirements.

As a result, the DOE Packaging Certification Program (PCP) within the Environmental
Management Office of Packaging and Transportation (EM-45) has developed a process
for meeting its responsibilities under the Order as well as ensuring that entities subject to
the Order and CRD can continue to operate effectively and efficiently. The process
includes the completion of the attached compliance matrix per the instructions provided.
The completed matrix and supporting documentation must be mailed to the DOE PCP
Manager, Dr. James Shuler, by October 1, 2010.

The QA Program requirements have not changed under DOE O 460.1C. Therefore, DOE
contractors performing applicable activities under the Order are expected to already have
QA Programs in place that meet the requirements of Subpart H. As a result, DOE sites
will be considered in compliance with the Order and may continue to operate under
existing QA Programs as long as they submit the required matrix by the requested due
date. Sites and contractors who submit the matrix may continue to use their existing QA
Programs subject to review, approval and audit by the PCP. Sites and contractors who do
not submit a matrix by the due date will not be in compliance with the Order, and will not
conduct any activities requiring a QA Program for certified Type B and fissile radioactive
materials packagings.
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Also, please ensure each entity that offers for transportation or transports radioactive
material in a Type B or fissile material packaging certified by the HCO or the U.S.
Nuclear Regulatory Commission has registered in writing with the HCO. The user
registration list is maintained on the DOE Radioactive Material Packaging (RAMPAC)
website (Www.rampac.energy.gov).

If you have any questions, please contact Mr. Stephen O’Connor, Director, Office of
Packaging and Transportation, at (301) 903-7854 or Dr. James Shuler, PCP Manager, at
(301) 903-5513.

Attachment



Distribution:

Matthew S. McCormick, Manager, Richland Operations Office (RL)

David A. Brockman, Manager, Office of River Protection (ORP)

Jack R. Craig, Acting Manager, Savannah River Operations Office (SR)

David C. Moody, Manager, Carlsbad Field Office (CBFO)

William E. Murphie, Manager, Portsmouth/Paducah Project Office (PPPO)

Terrance J. Brennan, Acting Director, Consolidated Business Center Ohio (CBC)

Richard Schassburger, Acting Director, Office of Small Site Completion

Fred Butterfield, Acting Director, Office of Large Site Support

Steve Feinberg, Director, Brookhaven Federal Project Office (BNL)

Kevin D. Bazzell, Acting Director, Oakland Projects Office

John Rampe, Manager, Separations Process Research Unit (SPRU)

Bryan Bower, Director, West Valley Demonstration Project Office (WVDP)

Donald Metzler, Director, Moab Federal Project Office (MOAB)

James Cooper, Acting Manager, Idaho Operations Office (ID)

John R. Eschenberg, Assistant Manager for Environmental Management, Oak Ridge
Office (OR)

cc: Randal Scott, NA-50
Gerald Boyd, OR
Robert Fleming, (Acting) NA-56
Dae Chung, EM-2
Robert Murray, EM-23
Stephen O’Connor, EM-45
James Shuler, EM-45
Prakash Kunjeer, EM-45
Ashok Kapoor, EM-45



bee: Richard Lagdon, S-3
Warren F. Miller, NE- 1
George Malosh, SC-3
Inés R. Triay, EM-1
James Owendoff, EM-1
Shirley J. Olinger, EM-2
Mark A. Gilbertson, EM-3 (Acting)
Cynthia V. Anderson, EM-3.1
Merle Sykes, EM-4
Timothy Harms, EM-4.1
Shari Davenport, EM-5
Gary Riner, EM- 10 (Acting)
Steven L. Krahn, EM-20
Yvette Collazo, EM-30
Frank Marcinowski, EM-40
Mark A. Gilbertson, EM-50
Joann Luczak, EM-60
Sandra L. Waisley, EM-70
John Surash, EM-80
Scott Wade, NS




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 section reference
2. Column 2 — Subpart H, requirement section title

3. Column 3 — Does this section of Subpart H apply to the QA Program (e.g.,
Section 71.107, Design Controls, would 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).

5. Column 5 - Implementing Documents (i.e., Plans, Manuals and/or Procedures)

Provide a listing of reference documents that are used to implement the 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 Shuler
US Department of Energy
Office of Packaging and Transportation
EM-45, CLOV-2047
1000 Independence Avenue SW
Washington, DC 20585
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