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RECORD OF REVISION

Revision Date Description of Revision
Number Approved

0 03/18/2004 | Initial Revision.

1 05/23/2006 | Revised to delete requirement to assess implementation
of trending program every 6 months.

2 11/16/2006 |Revised to implement the Waste Isolation Pilot Plant
Hazardous Waste Facility Permit requirements resulting
from the Section 311/Remote-Handled (RH) Permit
Modification Request (PMR).

3 10/15/2007 | Revised to be Central Characterization Project (CCP)-
specific and describe actual practice of performing and
reporting adverse trends. The change was a
recommendation of the U.S. Department of Energy
(DOE) Carlsbad Field Office (CBFO).

4 02/28/2011 | Revised to improve flow and more closely align with

upper tier drivers.




Controlled
Copy

CCP-QP-014, Rev. 4 Effective Date: 02/28/2011
CCP QA Trend Analysis and Reporting Page 3 of 19

1.0

2.0

3.0

4.0

5.0

TABLE OF CONTENTS

PURPOSE ...ttt 4
I STt 0 o TP PRSPPI 4
REQUIREMENTS . ...ttt ettt e et e et e e e e eeeeeeneeees 5
PN R = (T (=] o= UURPPPPPPRTR 5
RESPONSIBILITIES.....ooiiiiiiiiiiiiiiiiiiiieieeeeeeeeeeeeee ettt e e e e e e e eeeeeeeeeeeeeees 6
3.1 CCP Quality ASSUIaNCe (QA) .....uuuuuuiuuuiiiiiiiiiiiiiiieieiiii e 6
3.2 Project Quality Assurance (QA) ManNAQEr ........ccoeivieiiiiiiiiiie e ee e eeeeeeaanns 6
3.3 Site Project Manager (SPM)/Subject Matter Expert (SME) .........cccccociiiiiiinnnnns 7
IR O O & |V, =T T=To =T g = o | PP 7
PROCEDURE.......co oottt ettt e et et e e e e e et aeaseesaaneeeennnees 8
4.1 Trend Data Gathering and ANAlYSIS ........cooieiiiiiiiiiiic e 8
4.2 Trend Report Preparation ... 8
4.3 Trend REPOIrt APPrOVAL........uiiii e e e e e e e e e e e e s 8
4.4 Trend REPOIING .oooe i 9
RECORDS. ... et 10

LIST OF ATTACHMENTS

AACHMENT L — DO iNITIONS e ettt e e reaaenas 11
Attachment 2 — Trend/CaUuSE COUES .......oueeee e 12
Attachment 3 — Trend Report FOrMat.........cooovvviiiiiiiiiiiiieeeeeeeeeeeeee 13



Controlled

CoPY CCP-QP-014, Rev. 4 Effective Date: 02/28/2011
CCP QA Trend Analysis and Reporting Page 4 of 19
1.0 PURPOSE

This procedure provides guidelines and techniques for evaluating and reporting
trends identified in deficiency documents that identify and report conditions
adverse to quality (CAQ) for Washington TRU Solutions, LLC (WTS) Central
Characterization Project (CCP). This procedure outlines the steps used for
trending.

1.1 Scope

This procedure is used when trending external oversight activities

(e.g., audits, surveillance, program reviews, management assessments,
etc.), and internal activities such as nonconformance reports (NCRS),
corrective action reports (CARS), findings (including those items that were
considered CAQs which were closed during the course of the quality
assurance [QA] audit or surveillance [CDA]), and recurring problems.
Additionally, issues identified during annual roll-up to Carlsbad Field Office
(CBFO) will be evaluated for potential trends.
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2.0 REQUIREMENTS

2.1

References

Baseline Documents

DOE/CBF0-94-1012, US Department of Energy Carlsbad Field Office
Quality Assurance Program Document

CCP-P0O-002, CCPTransuranic Waste Certification Plan
CCP-QP-005, CCP TRU Nonconformance Item Reporting and Control

WP 15-RA.01, Nuclear Safety and Worker Safety and Health
Compliance Program

Referenced Documents

CCP-P0O-001, CCP Transuranic Waste Characterization Quality
Assurance Project Plan

CCP-QP-004, CCP Corrective Action Management
CCP-QP-006, CCP Corrective Action Reporting and Control

CCP-QP-008, CCP Records Management
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3.0

RESPONSIBILITIES

3.1

3.2

CCP Quality Assurance (QA)

3.1.1

Performs the following no less frequently than semi-annually, as
appropriate:

[A] Identifies potential trends and other changes.
[B] Prepares and submits trend reports to QA Manager following
established trend report format (Attachment 3, Trend Report

Format).

[C] Documents and processes identified adverse trends using
the corrective action process.

[D] Documents and processes lessons learned from positive
process trends.

Project Quality Assurance (QA) Manager

3.2.1

3.2.2

3.2.3

3.24

3.2.5

3.2.6

3.2.7

Based on the result of general trend data, identifies needs for
specific trending items, services, and processes needing
improvements.

Ensures that Site Project Managers (SPMs)/Subject Matter Experts
(SMESs) provide input to trend reports as necessary.

Reviews, approves, and issues trend reports.

Ensures that trending activities are performed and reports are
prepared in accordance with this procedure.

Ensures that sufficient QA resources are allocated to perform
trending.

Ensures distribution of trend reports to affected organizations and
copies to the Compliance Coordinator (Price-Anderson
Amendments Act [PAAA] Program Coordinator), including
applicable oversight organizations.

Ensures that adverse trends identified through trending are
documented and processed as deficiencies, if so determined, in
accordance with the CCP corrective action process or processed
as lessons learned from positive process trends.
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3.2.8 Ensures that conditions adverse to quality, including those
identified during QA audits and surveillances and corrected during
the audit/surveillance (CDA), are evaluated to identify adverse
guality trends. Results of the evaluation shall be reported to the
organization responsible for corrective action.

3.3  Site Project Manager (SPM)/Subject Matter Expert (SME)

3.3.1 Provides technical input to assist in the evaluation of indicated
trends and other changes as necessary.

3.3.2 Initiates and completes actions as appropriate to identified trends.
3.4 CCP Management

3.4.1 Ensures that appropriate corrective action is initiated and
completed when trends are identified.



Controlled
Copy

CCP-QP-014, Rev. 4

Effective Date: 02/28/2011

CCP QA Trend Analysis and Reporting Page 8 of 19
4.0 PROCEDURE
4.1  Trend Data Gathering and Analysis

4.2

4.3

CCP

41.1

41.2

41.3

A

Ensure that quality improvement in the CCP is achieved by
identifying and controlling conditions adverse to quality, analyzing
trends, reporting and tracking nonconformances, and implementing
corrective actions.

Evaluate and report trends.

Prepare trend reports per this procedure.

Trend Report Preparation

Project OA Manager

42.1

4.2.2

4.2.3

Review and approve trend reports, and issue trend reports to
responsible management including the Compliance Coordinator.

Consult with the appropriate SPM/SME for background information
on identified trends, as appropriate.

Ensure that appropriate actions are taken by responsible
management based on the identified trends.

Trend Report Approval

CCP Management

43.1

4.3.2

4.3.3

Review the trend reports for identified adverse conditions.
Ensure that appropriate actions are taken based on adverse trends.

Develop improvement initiatives, as applicable, as well as Lessons
Learned from positive process trends.
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4.4  Trend Reporting
CCP QA

4.4.1 Prepare the Semi-Annual Trend Report for each Host site using the
format in Attachment 3 and include, as a minimum, the following:

[A] INTRODUCTION — will identify the purpose for the report,
the Host site included, and the time period evaluated.

[B] SOURCE DOCUMENTS - will identify the Data Sources
used as a basis for trending. These may include, but are not
limited to: external oversight activities (e.g., audits,
surveillance, program reviews, management assessments,
etc), NCRs, CARs, findings (including those items that were
considered CAQs which were closed during the course of
the QA audit or surveillance CDA), and recurring problems.

[C] EVALUATION — will identify in the report the type and
guantity of each deficiency document used to evaluate for an
adverse trend, classify the deficiencies by trend cause in
accordance with Attachment 2, Trend/Codes, and provide
status of previous trends.

[D] CONCLUSION — will summarize the results of the trend
analysis for the time period, including the status of previously
identified adverse trends.



Controlled

CoPY CCP-QP-014, Rev. 4 Effective Date: 02/28/2011
CCP QA Trend Analysis and Reporting Page 10 of 19

5.0 RECORDS
5.1 Records generated during the performance of this procedure are
maintained as QA records in accordance with CCP-QP-008, CCP Records
Management. The record is the following:

5.1.1 OA/Non-permanent

[A]  Issued CCP Trend Reports
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Attachment 1 — Definitions

Adverse Trend An identified trend that indicates degradation in performance and
has major cost, schedule, safety or quality implications, and has
been investigated and confirmed by CCP QA and SME/SPM.

Change The term "change" is used in this procedure when analyzing
control and run charts to designate any instance where the
charted data indicates that special cause variation is present.
Trends, shifts, and outliers are specific types of changes.

Data Sources External Oversight activities (i.e., audits, surveillance, program
reviews, management assessment, etc), NCRs, CARs, Findings
(including those items that were considered CAQs which were
closed during the course of the QA audit or surveillance [CDA]).

Favorable Trend An identified trend that indicates improvement in performance and
has been investigated and confirmed by CCP QA and SME/SPM.

Trend A general inclination, tendency, direction of movement, or course
which indicates a statistically detectable change in performance
over time or in comparison with a previous time period. When
used as a verb, to trend means perform trend analysis.

Trend Analysis The monitoring and evaluation of performance indicators
over time to identify trends and other changes. This may
include a determination of the statistical significance of
identified changes and trends.

Trending Analyze data to identify major contributors to enhanced
performance or lack of performance during a time period.
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Attachment 2 — Trend/Cause Codes

A

B

—

M
@)

P

Personnel Error *

Failure to Follow Procedure
Engineering Deficiency

Procedure Deficiency

Software Deficiency

Vendor Deficiency

Deleted - Combined with H
Material/Equipment Control
Calibration **

Inadequate Documentation
WAP/WAC Acceptance Criteria (Exempt from Trending)
Acceptable Knowledge

Inadequate Communications (New)
Ineffective Corrective Action (New)

Inadequate Training (New)

* Transposition errors, data entry errors, etc.

** The established calibration is inadequate, and results in nonconforming data.
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Attachment 3 — Trend Report Format

HOST SITE NAME
NUMBER OF QUARTERS THE REPORT COVERS
INCLUDING YEAR

INTRODUCTION

State the purpose of the document and identify the Data Sources reviewed to perform a
thorough evaluation for trends. These documents could include external oversight
activities, NCRs, CARs, findings (including those items that were considered CAQs
which were closed during the course of the QA audit or surveillance [CDA]), and
recurring problems.

Example:

In accordance with CCP-QP-XXX, CCP is required to evaluate trends in
nonconformances and identify appropriate corrective actions. Accordingly, a review of
NCRs and CARs for the first and second quarters of 2006 has been performed. The
results of the review of information regarding the CCP at the (HOST SITE NAME) are
provided in this report.

SOURCE DOCUMENTS USED AS BASIS FOR TRENDING

This section needs to include the specific numbers of each Data Source type reviewed
and any special consideration relative to a Data Source. Make sure to provide a
qualifying statement for those that are a result of normal waste characterization
activities and do not represent an inadequacy in the implementation of the QA program
requirements.

Example:
Nonconformance Reports

There were five NCRs written at data generation level by CCP at the (HOST SITE
NAME) site in the evaluation period. All were considered for this reporting period. Of
these, three of the NCRs were generated as a result of normal waste characterization
activities and do not represent an inadequacy in the implementation of the QA program
requirements. Therefore, no trending data for these NCRs are provided in this report.
The two exceptions are discussed in Attachment A to this report and are grouped by
trend code: the trend codes are those in Attachment 2 to CCP-QP-014.
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Attachment 3 — Trend Report Format (Continued)
Corrective Action Reports
CCP Corrective Action Reports

During the evaluation period, three CCP CARs (and one CAR supplement) were written
for the CCP scope of work at (HOST SITE NAME). One of these CARs was designated
a significant condition adverse to quality.

CBFO Corrective Action Reports

Three CBFO CARs were written during the evaluation period. Two of these CARs were
designated as significant conditions adverse to quality requiring an accelerated
response to CBFO.

The six CCP and CBFO CARs evaluated for the period are discussed in Attachment A
to this report.

EVALUATION

This section needs to identify the specifics of the evaluation in clear and precise terms
that will assure the reader the accuracy and validity of the evaluation. Provide a
summary of Data Source quantities and a brief description of the trend codes or reason
for the deficiency. This can be a brief synopsis with details to follow.

Example:

This report discusses 32 NCRs, six CARs, and one CAR supplement written at the Los
Alamos National Laboratory (LANL) site during the first half of 2006. Eleven of the
NCRs and one of the CARs were classified to be the result of personnel error. Five of
the NCRs and two of the CARs were the result of failure to follow procedure. Eight of
the NCRs were due to material/equipment deficiencies. Eight of the NCRs were due to
characterization results that did not agree with Acceptable Knowledge (AK) and one
CAR identified errors and omissions in AK Summary Reports. Two of the CARs were
trended as due to inadequate training. The CAR supplement was the result of
inadequate corrective action. Each of the above trending categories is evaluated below.
The evaluation focuses on potential recurring problems or indications that previous
corrective actions were ineffective. Other than the specific topics evaluated below, the
remainder of the source documents represent isolated deficiencies:
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Attachment 3 — Trend Report Format (Continued)
TREND CODE SPECIFICS

This section needs to break down the trend codes, discussed in the previous section,
into subordinate cause codes specific to the occurrence and each Data Source
document. The specifics of trend codes are necessary to either confirm of discount
repetitive individual actions that led to the initiation of the deficiency. This provides for a
more accurate evaluation and result determination. Provide as much detail as
necessary to assure the accuracy of trend code determination.

Example:

1. Procedure Not Used (Trend Code Al-1): Two of the NCRs in this category
concerned control of drum filters, which has previously been identified as an
adverse trend at (HOST SITE NAME). However, both of these NCRs were
written very early in the reporting period, before the supplemental CAR on control
of filters was issued in March 2006. These NCRs were part of the reason that
the supplemental CAR was written, and are therefore not indicative of current
unresolved issues with control of filters at (HOST SITE NAME).

Four of the NCRs were written for container weights in Radioassay Data

Sheets that did not match certified weights in batch data reports (BDRs). These
four NCRs were all written during a two-week period in March 2006, and there
has been no recurrence since that time. This was a case where personnel had
made the same error in a number of BDRs. The individual errors were found at
different times and documented on separate NCRs over a short period of time
(three of the four NCRs numbers were sequential in the NCR logbook - 507, 508,
and 509 - which supports this conclusion). This was not a case where repeated
attempts had been unsuccessful in correcting an unidentified deficiency.

2. Procedure Followed Incorrectly (Trend Code A1-6): Two of the NCRs in this

category had to do with drum filter documentation, which has previously been
identified as an adverse trend at LANL. However, both NCRs were written as
part of follow-up actions driven by CAR-LANL-0001-06 (additional field checks of
installed filters was one of the corrective action commitments from the CAR and
CAR supplement). No NCRs on drum filters have been issued since the
corrective actions for CAR-LANL-0001-06 and CAR supplement was fully
implemented. NCR-LANL-0526-06 was a significant condition adverse to quality,
issued for Headspace Gas samples that were composite tested across multiple
waste streams. This NCR resulted in the issuance of significant
CAR-LANL-0006-06, to address and resolve the program deficiencies associated
with the reported condition, and is therefore not evaluated further here.
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Attachment 3 — Trend Report Format (Continued)
STATUS OF PREVIOUS TRENDS

This section needs to address the previously identified trends and their current status.
The evaluator needs to include enough specifics to provide assurance that actions for
the trend are in work or the trend has been resolved and the manner in which resolution
was verified.

Example:

1. For the last two reporting periods, CCP has identified Software Quality
Assurance (SQA) as a general adverse trend within CCP, including the Host site.
In response to that adverse trend, CCP has taken a number of actions:

o CCP revised CCP-QP-022, CCP Software Quality Assurance Plan, to
address areas identified as requiring expansion or clarification as the
result of CBFO audit findings and internal CCP reviews. Training on the
revised procedure, including discussions of the audit findings, was
provided to CCP personnel in the field and at the Carlsbad project office.

) The CCP Manager has established "Software Documentation and Control"

as the Management Assessment focus for 2006, to provide additional

assurance that SQA requirements are being met.

o Project Quality Assurance is providing support to CCP project teams at
host locations and the project office, to assist them in implementation of
SQA requirements and completion of the necessary documentation.

. An SQA surveillance was performed at (HOST SITE NAME).

2. During the last reporting period, CCP identified the identification and control of
drum filters as an adverse trend specific to (HOST SITE NAME). As noted
elsewhere in this report, CCP has not identified any recent problems with
identification and control of drum filters at (HOST SITE NAME), which is an
indication that effective corrective actions have been implemented to prevent
problems from recurring. After the close of the reporting period, CCP performed
a surveillance that confirmed this to be the case.
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Attachment 3 — Trend Report Format (Continued)
CONCLUSION

This section needs to provide an overall wrap up of the entire report. Indicate the
resolution of previous trends and the identification of any new trends during the
represented evaluation period.

Example:

CCP has successfully resolved the two previously adverse trends: SQA, which was a
general issue across the CCP scope of work at all locations, and identification and
control of drum filters, which was specific to (HOST SITE NAME).

No additional adverse trends were identified as the result of this analysis. Overall, the
CCP and the Host site program is functioning adequately in the area of
self-identification of program deficiencies, the identification of program improvements,
and the implementation of program improvements. CCP nonconformance and
corrective action control programs are effective and being carried out in accordance
with the programmatic requirements defined in applicable CCP implementing
procedures.
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Attachment 3 — Trend Report Format (Continued)

HOST SITE NAME
NUMBER OF QUARTERS THE REPORT COVERS
INCLUDING YEAR

Attachment A

This attachment simply identifies the data source documents by category
(i.e., NCR, CAR, Audit Finding, etc.) and a brief description of the finding or
deficient condition and disposition to correct the condition.

Example:

NCR-LANL-0500-06 (A5-2)

Nonconforming Condition - The filter model number on the QA Sample Record
form did not match the filter model number on the Drum Age Criteria (DAC)
Verification Worksheet.

Disposition - Correct the filter model number on the DAC Verification Report.
NCR-LANL-0502-06 (A5-1)

Nonconforming Condition - While changing a QA record to correct two container
numbers, another error was inadvertently introduced.

Disposition - Correct the QA record to eliminate the error.
NCR-LANL-0504-06 (A2-1)

Nonconforming Condition - The "D" suffix was left off the filter model number
entered into the QA Sample Record form.

Disposition - Correct the records and brief cognizant personnel on the
requirements.

CAR-LANL-0001-06 (A1-6) and Supplement (A5-5)

Deficient Condition - During filter change out operations, the new filter models
numbers were not recorded on the Drum Filter Change Out Form when no model
numbers were inscribed on the filters and this deficiency was not identified by
either the Headspace Gas (HSG) Sampler/Operator or Vendor Project Manager
(VPM). Filter model numbers were correctly recorded on the form when the
model number was inscribed on the filter. This CAR was designated a significant
condition adverse to quality, due to the repetitive nature of the reported
deficiencies.
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Attachment 3 — Trend Report Format (Continued)

After issuance of the original CAR, a supplement was issued to the CCP
Manager, identifying additional problems with filters at (HOST SITE NAME),
specifically discrepancies among filter identification in the Waste Isolation Pilot
Plant (WIPP) Waste Information System (WWIS)/Waste Data System (WDS),
results from physical inspections of filters, and information in Headspace Gas
batch data reports. The CAR supplement was trended as Ineffective Corrective
Action.

Actions Taken - For the initial CAR, personnel were briefed on the requirement
for including the filter model number on the record form, and for the VPM to
review documentation to ensure the information is correct. Batch data report
records were corrected as necessary.

The actions taken to resolve previous filter-related issued at (HOST SITE NAME)
did not in all cases require physical verification of the filters actually installed in
containers. For the CAR supplement, personnel were assigned to locate and
physically inspect filters and record the results. NCRs were written as necessary
to control identified deficiencies.

CAR-LANL-0003-06 (A1-6)

Deficient Condition - Container weight information was not being documented in
accordance with procedure. (HOST SITE NAME) provides container weights to
CCP, using a calibrated scale for the measurement. At the time containers are
weighed, (HOST SITE NAME) is required to record the weights in two places:
once on the Container Traveler and once on a Container Weight Information
form. Contrary to these requirements, the Container Weight Information form was
being filled out after the fact, using weight information written on top of the
containers.

Actions Taken - A briefing was held with appropriate personnel to address the
CAR condition.



