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NONCONFORMANCE REPORT
NCR No.

Date

1. Nonconformance Item

2. Originator

3. Responsible Manager

Use continuation sheets if necessary

4. Description of Nonconformance:

5. Recommended Corrective Action and Action to Prevent Recurrence:

6. Scheduled Completion Date: Signed:
Date Responsible Manager’s Date
Signature

7. Root Cause Code (additional explanation optional):

8. Lessons Learned:

Signed:
Responsible Manager’s Date
Signature
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PROCEDURE APPROVAL PAGE
Prepared By:
R.J. Friedman, Quality Specialist
Date 

This procedure, QD-AP-15.1 entitled Nonconformance Reporting for Activities, Items, and Materials, has been reviewed and approved by the following:

Approved By:
A. Chance, Radiological Technical Support Manager
Date

M. Jackson, Regulatory Compliance and Environment,
Date

Safety, and Health Oversight Manager

N.J. Gantos, Program Manager
Date

Decontamination and Decommissioning Operations 
G. H. Eriksen, Quality Manager/ Functional Manager
Date

NONCONFORMANCE REPORTING FOR

ACTIVITIES, ITEMS, AND MATERIALS
1.0 Scope

This procedure applies to activities, processes, items, and materials prepared, obtained, or in use by the Battelle Decontamination and Decommissioning Operations (DDO) Program.

2.0 Purpose

This procedure describes DDO methods for identifying, documenting, controlling, and dispositioning nonconforming activities, processes, items, and materials. Nonconformance Reports (NCRs) shall be prepared by any DDO staff member when a nonconformance (deviation from procedural directives or other requirements identified during the performance or observation of DDO activities), or adverse condition, is detected through:

a.
Performance of work tasks

b.
Reviews of activities, procedures, or operations

c.
Random observations

d.
Inspections or examinations.

This procedure implements Section 15.0 of the DDO Quality Manual (Reference 3.1.1).

3.0 References, Definitions, and Developmental Resources
3.1 References (latest revision)

3.1.1 DD-MN-01, DDO Quality Manual
3.1.2 
3.1.3 
3.1.4 RC-AP-3.0, Event Reports 
3.1.5 QD-AP-19.2, Quality Trend Analysis 
3.1.6 QD-AP-3.2, Design Control
3.1.7 QD-AP-19.1, Opportunities for Improvement

3.2 Definitions

Refer to the Battelle Columbus Laboratories Decommissioning Project Procedures Dictionary for definitions of the following terms:

Adverse Condition

Deviation

Nonconformance Review Committee

3.3 Developmental Resources

None.
3.3.1 

3.3.2 
3.3.3 
3.3.4 
4.0 General

The following sections describe the general process for reporting and documenting adverse conditions and the responsibility for implementing the corrective actions necessary to resolve them. An NCR will be prepared when directed by DDO-185, Event Report, per Reference 3.1.2, or directly by a procedure governing an activity.  All managers are responsible for fostering a “no fault” attitude within their organizations that encourages the identification of adverse or potentially adverse conditions. 
The Quality Manager shall administer the nonconformance reporting system.  Any of the Quality Manager’s responsibilities can be delegated to another individual in the Quality Department.



4.1 



5.0 Procedure

5.1 In the event of a nonconformance involving Data Quality Objectives within the TRU Waste Program, the Responsible Manager and Quality Manager shall be notified as soon as possible, so the non-administrative deficiencies may be reported to DOE/CBFO within 5 calendar days, and the NCR may be transmitted to Department of Energy/Carlsbad Field Office (DOE/CBFO) within 30 calendar days of identification.  All other nonconformances shall be reported to the Responsible Manager and Quality Manager as soon as practical, but no later than 5 working days, after detecting the nonconformance.

5.2 Any staff directed to prepare an NCR (see section 4.0 above) shall complete blocks 1 through 5 on DDO-177, Nonconformance Report.  
5.2.1 Any staff member identifying an item or material not complying with specifications or requirements shall assure that the item or material is withheld from use by applying a Hold Tag (Exhibit 1) or Reject Tag (Exhibit 2), as appropriate, and segregating the item or material if practical.

5.2.1.1 A Hold Tag shall be applied to prevent an item from being used before all specifications are met, or until the Nonconformance Review Committee makes a formal disposition, e.g. the certification paperwork for a drum was not delivered with the drum.
5.2.1.2 A Reject Tag shall be applied when the item or material is obviously irreparably defective, or as a result of a Nonconformance Review Committee disposition, e.g. there is a large hole in a drum.
5.2.2 Staff members detecting an activity or process not being performed in accordance with requirements:
5.2.2.1 Need not apply a Hold or Reject Tag.  However, a Hold Tag may be applied to a specialized piece of equipment required to perform an activity/process to prevent use prior to management review.

5.2.2.2 Shall suspend/stabilize the nonconforming activity/process if deemed practical by the staff member.  
5.2.2.3 Regardless of mitigation efforts by the staff member, activities/processes not in conformance with requirements should be stopped pending management review.

5.2.3 Staff reporting the nonconformance shall complete (with the Responsible Manager’s input, if necessary) the “Description of Nonconformance.”  
5.2.3.1 If responsible for accomplishing corrective actions, the staff member shall also complete the “Recommended Corrective Action and Action to Prevent Recurrence” sections of DDO-177. 

5.2.3.2 If not responsible for accomplishing corrective actions, the staff member shall forward the DDO-177 to the Responsible Manager, who shall complete the “Recommended Corrective Action and Action to Prevent Recurrence” sections.

5.2.3.3 If the staff member initiating the nonconformance is not sure who the responsible manager should be, the Quality Manager shall assign completion of the “Recommended Corrective Action and Action to Prevent Recurrence” section of DDO-177 to the organization responsible for the corrective action.

5.2.4 The Responsible Manager shall determine the root cause, and shall document the root cause code on the DDO-177, in accordance with the guidance set forth in Reference 3.1.3.  The extent of cause analysis should be commensurate with the importance or significance and risk factor of the problem. Attach supplementary information to DDO-177.

5.3 The Responsible Manager, or designee, shall forward DDO-177 to the Quality Manager as soon as possible, but no later than 5 working days, after detecting the nonconformance.

5.4 The Quality Manager shall control the NCR by assigning it a unique number and logging the number in a logbook, and may obtain additional information about the NCR to assist in making a decision concerning its disposition.

5.5 Formation of a Nonconformance Review Committee of qualified and competent staff is an option of the Quality Manager based on the importance and risk of the NCR to DDO activities.

5.5.1 Nonconformances not requiring Review Committee action shall be closed by signature of the Responsible Manager and Quality Manager upon verification of the completed corrective action.

5.5.2 If necessary, the Quality Manager shall schedule, arrange, convene, and monitor a Nonconformance Review Committee meeting to disposition the nonconformance. Additional personnel may be requested to attend the meeting to present information to assist the committee in decision-making.

5.6 Nonconforming items or materials may be dispositioned into one of the following categories based upon the judgment of the committee or the Quality Manager and responsible Manager, as appropriate, in maintaining safety and quality of the product: accept-as-is, rework, repair, reject. The disposition of transuranic samples for which an NCR has been prepared shall be limited to “use-as-is,” “limited use,” or “discard.” Reworked, repaired, and replacement items, processes, or designs should be inspected, tested, or reexamined in accordance with original requirements, criteria, or specified alternatives. Changes to final designs, field changes, modifications, and nonconforming items dispositioned as “use-as-is” or “repair” should be processed in accordance with QD-AP-3.2 (see Reference 3.1.4). Any deviations from a Battelle original acceptance criterion must be justified by the Committee. The client must approve any recommended deviations from a client specification.  
For nonconforming activities, the disposition will usually clarify and/or indicate approval conditions for the stated corrective action and action to prevent recurrence.

5.7 The Committee, or the Quality Manager and Responsible Manager, will assign, and document on DDO-177, a scheduled completion date.  The scheduled completion date will ensure both timely closure of the NCR, and allow a reasonable time period to address all stated corrective actions.

5.8 The Responsible Manager shall ensure that all corrective actions (including action to prevent recurrence) are completed by the scheduled completion date.  Requests for extension of the scheduled completion date must be submitted to the Quality Manager in writing.
5.9 The Quality Manager shall verify that the disposition of the corrective action is implemented, sign and date the NCR subsequent to the Responsible Manager’s approval signature.  The NCR shall be returned to the Responsible Manager, who may remove the Hold or Reject Tag (if required).

5.10 The Responsible Manager will complete the “Lessons Learned” and “Date Completed” portion of DDO‑177. Addressing this section will provide input to the Opportunities for Improvement Program (Reference 3.1.5).

5.11 The Quality Manager shall submit the original copy of the NCR to Project Records and forward a copy to the responsible manager for distribution to all concerned with the NCR.  Furthermore, for NCRs involving Data Quality Objectives within the TRU waste program, the Quality Manager shall transmit the NCR to DOE/CBFO within 30 calendar days of the initial identification of deficiencies. This requirement is in addition to the 5-day notification requirement in Section 5.1 of this procedure.
5.12 The Quality Manager shall maintain a follow-up system on the NCRs to expedite action on any unresolved NCRs. Overdue NCRs shall be reported to the appropriate Responsible Manager and the Program Manager as needed.

6.0 Records

Records resulting from the implementation of this procedure are as follows:

· Completed NCRs

· Documented communications relative to NCR resolution.

7.0 Forms, Exhibits, and Attachments
7.1 Forms 

· DDO-177, Nonconformance Report

7.2 Exhibits

· Exhibit 1, Hold Tag

· Exhibit 2, Reject Tag
7.3 Attachments

None.
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9. Nonconformance Review Committee Disposition (if necessary):

O Accept-as-is 0 Rework O Repair O Reject
[0 Other (Explain)
For TRU samples only: [] Use-as-is [] Limited use 0] Discard

10. Nonconformance Review Committee Disposition Approval

Date

{ Date

Print Name Signature : Date e ]
11. CA Completion Date: Signed:
Date Responsible Manager’s Date
Signature

12. Closeout

Corrective Action Verified by /
(Quality Specialist) (Date)
Comments:
13. Date Closed: Signed:
Date Quality Manager’s Date
Signature
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EXHIBIT 1

HOLD TAG
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HOLD

MATERIAL IDENTIFICATION
HOLD ORDERED BY:

NAME DATE

THIS MATERIAL NOT TO BE
PROCESSED EXCEPT AS AUTHORIZED
BY:

PROJECT NO.
REMARKS_

RETURN THIS TAG TO QA MANAGER
WHEN MATERIAL IS RELEASED OR
REJECTED






EXHIBIT 2

REJECT TAG
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REJECT

ITEM IDENTIFICATION

REJECT ORDERED BY:
NAME DATE
NCR. PROJ. NO.
ITEM DISPOSITION
DISPOSED BY:

NAME DATE

RETURN THIS TAG TO QA MANAGER
WHEN ITEM IS DISPOSED OF.











