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SUBJECT: Notice of Intent to Revise Department of Energy Guide 414.1-2A, Quality
Assurance Management System Guide for Use with 10 CFR Part 830
Subpart A, Quality Assurance Requirements, and DOE O 414.1C, Quality
Assurance, dated June 17, 2005, and Cancel Department of Energy Guide
414.1-3, Suspect/Counterfeit Iltems Guide for Use with 10 CFR Part 830
Subpart A, Quality Assurance Requirements, and DOE O 414.18B, Quality it )

Assurance, dated November 3, 2004. f{ . . {5

PURPOSE: This memorandum provides justification for revising Department of Energy (DOE)
Guide (G) 414.1-2A and cancelling DOE G 414.1-3. /W‘- _ ZA )
JUSTIFICATION: Basis for Revision and Cancellation.
(1) DOE G 414.1-2A (which provides guidance on the development and implementation of a

quality assurance program) has not been updated since its issuance in June 2005. It

needs to be reviewed to determine if the current proposed changes (including

clarifications and streamlining of the requirements) in DOE O 414.1C, Quality Assurance

will impact the information currently contained in it.
(2) As part of the effort for DOE to use national consensus standards (as required by DOE

Order (Q) 252.1, Technical Standards Program) and other applicable external standards,

the Office of Health, Safety and Security (HSS) has determined that most of the guidance

provided in DOE G 414.1-3 is covered in the non-government International Atomic

Energy Agency (IAEA) standard IAEA-TECDOC-1169, Managing Suspect and Counterfeit

Items in the Nuclear Industry, dated August 2000. This IAEA publication provides

guidance on developing and implementing quality assurance (QA) policies, programs,

procedures and practices to eliminate the hazards created by S/Cls. The IAEA

publication also provides guidance in preventing further introduction of S/Cls into

nuclear facilities. Sections 5 and 6 of DOE G 414.1-3, however, provide additional
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guidance that is not captured in IAEA-TECDOC-1169. Before DOE G 414.1-3 is cancelled,
HSS plans to transfer Sections 5 and 6 of this Guide to an appropriate location in DOE G
414.1-2A to retain the supplemental guidance. HSS believes, and the Defense Nuclear
Facilities Safety Board (DNFSB) Staff has agreed, that the S/Cl guidance in Sections 5 and
6 of DOE G 414.1-3 should be retained for proper handling of S/Cl issues. Therefore, to
facilitate the cancellation of the DOE G 414.1-3, HSS will revise DOE G 414.1-2A to
incorporate Sections 5 and 6 from DOE G 414.1-3 as well as a reference to IAEA-
TECDOC-1169. Reference to the IAEA-TECDOC-1169 also needs to be added to the DOE
Suspect and Counterfeit Items (S/CI) website. These changes will also be reviewed to
assess and mitigate potential impacts on the specific DNFSB commitments made by the
Department related to S/Cls. In accordance with DOE O 251.1C, Departmental
Directives Program, this Guide revision will also be carefully reviewed to ensure it does
not establish any requirements.

(3) Since the Corrective Action Management Program (CAMP) requirements contained in
DOE O 414.1C, Quality Assurance, are proposed to be moved into another DOE directive
[see Justification Memorandum (JM) on DOE O 414.1C], pertinent information from DOE
G 414.1-5, Corrective Action Program Guide, will be reviewed for incorporation into DOE
G 414.1-2A to enhance the guidance on general corrective action programs. If all
pertinent information in G 414.1-5 can be moved to either the DOE O 226.1A revision or
the DOE G 414.1-2A revision, then G 414.1-5 will be considered for cancellation as part
of the G 414.1-2A revision.

Applicability. DOE G 414.1-2A is applicable to all DOE organizations, including NNSA, for
development and implementation of QA programs that meet the DOE O 414.1C requirements.
DOE G 414.1-3 is used as guidance by all DOE organizations, including NNSA, and by DOE
contractors for site and facility specific S/Cl controls that can be implemented to meet DOE QA
requirements delineated in DOE O 414.1C. DOE G 414.1-5 describes corrective program
processes including development, implementation, and follow-up of corrective actions.
Corrective action programs are key to quality improvement of work process and QA programs.

Impacts on Other Directives. Cancellation of DOE G 414.1-3 would impact DOE G 414.1-2A. The
guidance provided in Sections 5 and 6 of the DOE G 414.1-3 are not covered in the IAEA
technical document, but are essential consideration for proper handling of S/Cl issues. Both
the revision to DOE G 414.1-2A and the cancellation of DOE G 414.1-3 impact the revision to
DOE O 414.1C which has a separate JM currently in process. Other directives relying on S/Cl
information contained in these QA directives include DOE O 231.1-1A, Environment, Safety and
Health Reporting, dated June 3, 2004, and DOE O 221.1A, Reporting Fraud, Waste and Abuse to
the Office of Inspector General, dated April 19, 2008.

Recommended Review Schedule. Both actions (revision to DOE G 414.1-2A and cancellation of
DOE G 414.1-3) should occur concurrently with the revision to DOE O 414.1C.

IMPACT: The recommended changes to DOE G 414.1-2A, including using guidance from the
non-government standard IAEA-TECDOC-1169 and adding guidance from DOE G 414.1-5, will



not result in negative impacts to cost, mission or schedule and will be consistent with the
National Technology Transfer and Advancement Act. To cancel the DOE G 414.1-3 without
referencing IAEA-TECDOC-1169 and without retaining the supplemental guidance from Sections
5 and 6 from this Guide elsewhere, would result in failure to provide adequate guidance for a
S/Cl program and for meeting the requirements in DOE O 231.1-1A and DOE O 221.1A.

Addition of guidance from DOE G 414.1-3 and DOE G 414.1-5 into DOE G 414.1-2A will enable
HSS to streamline the QA directives by incorporating needed information on S/Cl and corrective
action programs into one DOE guidance document, which will utilize an international standard,
instead of needing to use and maintain three DOE guidance documents.

WRITERS: Colette Broussard, (HS-23), (301) 903-5452
Colette.Broussard@hq.doe.gov

OPI/OPI CONTACT: Andrew Lawrence, (HS-20), (202) 586-6740
Andrew.Lawrence@hq.doe.gov

Concur:/\\]/_j /Wﬂf)n-concur: Date /Uﬂf/’/U

Timeline: Schedule for Directives Development Standard Proposed
(Days) (Days)

Draft Development (Writer) 60 30

Process/Post (MA-90) 5 5

Review and Comment (Interested Parties) 45 45

Comment Resolution (Writer) 30 45

Process/Post in RevCom (MA-90) 5 5

Concurrence (Writer) 15 15

Preparations of Final Draft {(Writer) 5 15

Total . 165 220

o exbendled scbedde Tl
Qafcuba e /0’2/ i


mailto:Andrew.Lawrence@hq.doe.gov
mailto:rd@hq.doe.gov

