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Quality Specialist

This procedure, QD-AP-18.2, entitled Independent Activity Assessments, has been reviewed and approved by the following:

Approved By:
M. E. Jackson
Date
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Safety, and Health Oversight Manager
R. J. Friedman (Acting),
Date

Radiological Technical Support Manager

N. J. Gantos
Date

Decontamination and Decommissioning

Operations Program Manager

G. H. Eriksen
Date

Quality Manager/Functional Manager

INDEPENDENT ACTIVITY ASSESSMENTS (IAAs)

1.0 Scope

This procedure applies to Independent Activity Assessments (IAAs) (formerly referred to as surveillances) performed by or for the Battelle Columbus Laboratories Decommissioning Project (BCLDP) Decontamination and Decommissioning     Operations (DDO) Quality Department (QD).

2.0 Purpose

This procedure establishes the responsibilities, requirements, and process for the performance of assessments that verify DDO activities (in-process or documentation packages) are being performed adequately, effectively, and in conformance to requirements. IAAs are a service to program individuals and managers that provides information and independent evaluations of their activities. This procedure also provides for identification of improvement opportunities in DDO activities and implements portions (Sections 18.0 and 19.0) of the DDO Quality Manual (Reference 3.1.1).
3.0 References, Definitions, and Developmental Resources 
3.1 References

3.1.1 
3.1.2 DD-MN-01, DDO Quality Manual
3.1.3 QA-AP-16.1, Corrective Action

3.1.4 
3.1.5 QD-AP-6.1, Document Control
3.1.6 QD-AP-2.4, Auditor Qualification and Certification

3.1.7 PR-AP-17.1, Operations of the Project Records Management System

3.2 Definitions

Refer to the Battelle Columbus Laboratories Decommissioning Project (BCLDP) Procedures Dictionary for a definition of Adverse Condition.
3.3 Developmental Resources

None.
4.0 General
4.1 IAAs are performed as required by Section 18 of Reference 3.1.1. The IAA Schedule is issued annually, and updated periodically by the Quality Manager  or designee. 
4.2 The Quality Manager or designee plans, coordinates, and makes IAA assignments that are based on the IAA schedule and the current DDO work task schedule and provides guidance to the assessors throughout all phases of the IAA. IAA priorities are based on input from functional managers and the following factors as applied to work activities: risk and importance to the program, stage  and maturity, quality history as indicated in previous assessments (by any organization), and duration   since last IAA or other assessments.

4.3 The Quality Manager or designee trains, qualifies, and certifies assessors and documents this training, qualification, and certification in accordance with Reference 3.1.4. He/she also assigns certified personnel to lead and perform  IAAs. Certification will be based on experience and on-the-job IAA training     and documentation attesting to this certification will be entered into the Project Records System.

4.4 The Assessors team with other oversight organizations and utilize technical staff qualified in the area or areas being assessed when possible to minimize disruption of work activities and improve the depth, scope, and effectiveness of the IAA. Primary interfacing and teaming will be with the DDO Regulatory Compliance and Environment, Safety, and Health Oversight (RCESHO) group, other DDO      groups, and DOE assessors as applicable. 

4.5 The Assessors perform IAAs in accordance with issued schedules, utilize additional direction from the Quality Manager and team members, and contact responsible manager or personnel performing or supervising the observed activity or operation to obtain answers as questions arise during any stage of the IAA and to resolve adverse or potentially adverse conditions in a timely manner.
4.6 Assessors-in-training and other individuals as necessary may assist in and be consulted pursuant to the IAA under the supervision of the certified assessor.
5.0 Procedure
5.1 In Process IAAs
Assessors shall prepare for IAAs using, but not limited to, the following four processes:
5.1.1 Thoroughly review applicable Work Instructions and attached requirements such as Radiological Work Permits (RWP) and Industrial Safety Checklists for understanding and correctness. Verify that appropriate procedures and correct revision levels are referenced,           and that attached forms are current and completed properly.

5.1.2 Thoroughly review and/or confirm understanding of plans and procedures used in the activity to be assessed. Give specific attention to documentation requirements.
5.1.3 Review and/or confirm understanding of past assessment and oversight reports (internal quality, internal RCESHO, external, self) and any related corrective action and/or quality improvement documentation. Be familiar with past oversight results on the activity to be assessed.

5.1.4 Contact responsible BCLDP managers to confirm the activity schedule, performance of the IAA, and compliance with other appropriate items  such as safety and health measures.
Assessors shall conduct IAAs using, but not limited to, the following two processes:
5.1.5 Evaluate the activity for implementation of controlling requirements (primarily WIs and attachments, procedures, and plans), adequacy,        and effectiveness. Evaluation methods should consist of, but not limited to, reviewing documentation generated by an activity, direct observation of the activity, and discussions with individuals responsible for the activity. Consult the IAA Report (Form DDO-180) for specific evaluation areas and determine satisfactory or unsatisfactory performance. Additionally, evaluate the activity as a process and identify opportunities for improvements. Solicit input in this area from individuals working              on the activity.

5.1.6 Use objective facts and resultant conclusions per criteria below to judge the adequacy and effectiveness of the activity:

5.1.6.1 Are the objectives of the activity being met in a safe manner?

5.1.6.2 Within the qualifications of the assessor(s), is the activity being performed in a technically correct manner?

5.1.6.3 Has there been sufficient and non-contradictory activity planning as demonstrated in the directions given to the workers? More specifically,

· Are the correct procedures specified? 
· Does the Work Instruction (WI) provide supplemental direction to the procedures as opposed to repeating or contradicting them? 
· Does the WI provide directions that will be used repetitively throughout the DDO program and should therefore be proceduralized? 
· Have appropriate organizational interfaces been made?

5.1.6.4 Is the activity being performed in accordance with the client’s requirements and expectations?

5.2 IAAs of Selected Documentation Packages
Assessors perform Documentation Package (Data, Work, or Other) reviews using, but not limited to, the following process:
5.2.1 Perform IAAs of selected document packages as indicated on the current assessment schedule. The goal of these IAAs is to verify that data records and other documentation have been effectively assembled into complete and understandable packages in conformance to requirements.

5.2.2 Obtain the documentation package from Project Records and verify procedurally required documentation is present, complete, legible, authenticated, on the proper form revision, and organized in a logical manner.

5.2.3 Review as much of the documentation package as needed to evaluate the above criteria and therefore the effectiveness of the documentation package. If numerous problems are found during early stages of the IAA, the package shall be returned to the responsible party for corrections to all the records, before continuation of the IAA.
5.3 Reporting IAA Results
Assessors shall report assessment results as follows:
5.3.1 Report adverse conditions, potentially adverse conditions, deficiencies, and opportunities for improvement as soon as they are confirmed. Report the condition to responsible individuals or managers in a time frame that promotes prompt corrective actions and prevention of more significant adverse conditions. Immediate verbal reporting of items to individuals who can address them shall be a priority during all assessments.

5.3.2 Document IAAs on Form DDO-180 in accordance with Attachment 1 within 3 working days of assessment completion. If an adverse condition, potentially adverse condition, deficiency, or improvement opportunity is discovered and addressed appropriately during the assessment period, note this in the report as corrected during the assessment (cda). Contact the Quality Manager or designee for guidance on observed conditions and initiate an Assessment Action Report (AAR) (Form DDO-182) or other corrective action documentation in accordance with Reference 3.1.2. The extent of formal corrective action mechanisms as well as immediacy of reporting will be based on several factors pertaining to the observed conditions, including: safety, health, and program risk and their importance; ease of correction; and frequency of occurrence.

5.3.3 
5.3.4 Note all adverse conditions, potentially adverse conditions, deficiencies,  or opportunities for improvement that pertain more to a general program area than to the specific activity being assessed. In cases such as these, document information as appropriate separate from the subject IAA  report, and review and distribute in accordance with Attachment 1.
6.0 Records

The following assessment records shall be maintained and submitted to the DDO Project Records System in accordance with Reference 3.1.5: 

· IAA Schedules

· IAA Reports

· 
· Assessor Certifications
7.0 Forms, Exhibits, and Attachments
7.1 Forms
· DDO-180, IAA Report

· DDO-182, Assessment Action Report (Reference 3.1.2)
· 
7.2 Exhibits

None.

7.3 Attachments
· Attachment 1, Guidelines for Completion of DDO-180, IAA Report
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INDEPENDENT ACTIVITY ASSESSMENT (IAA) REPORT

IAA No.                           
Location:  
Date:  

Activities Being Observed:  

Personnel Contacted:  

Project Plan:  

Applicable Procedures:  

Satisfactory
Unsatisfactory 
                          Remarks                           

Personnel Qualified

               
                    
                                                              

Procedure/WI Requirements

Being Met



               
                    
                                                              
Calibration Status

               
                    
                                                              
Item Control


               
                    
                                                              
Documentation


               
                    
                                                              
Effectiveness


               
                    
                                                              
Follow-Up Items


               
                    
                                                              
Comments:  

Additional Reports:                                         
  Discussed with:                                                 

Distribution:
                                                                              
  Assessor                                           Date          









     Reviewer                                          Date       


CONTINUATION SHEET

IAA NO.                 

ATTACHMENT 1
GUIDELINES FOR COMPLETION OF

DDO-180, IAA REPORT
Refer to the attached FormDDO-180 for the portion of the form corresponding to the numerical references below.

1.
IAA No. This is completed by the quality staff member performing the assessment or responsible for assigning these numbers and the number must be entered in the IAA Report Logbook. Generally, this number consists of the letters “IAA” followed by the last two digits   of the current calendar year and this is followed by a dash and the next three digit sequential number, e.g., 91-073 or 02-008.

2.
Date. Inclusive dates during which the activities described in the IAA report were actually observed by the assessor, e.g., 10/1-4/91 or 11/6/91.

3.
Location. Location of the observed activity. For King Avenue activities, write “King Avenue, Building (X);” for West Jefferson activities, “JN-1,” “JN-2,” etc. Room numbers may be included if appropriate.

4.
Activities Being Observed. A brief description of the specific work activity being assessed. Generally, the “subject” line of a Work Instruction followed by “in accordance with WI # (X).” List only the activities that were actually observed. IAAs can be performed on selected activities that are part of larger operations.

5.
Personnel Contacted. List each person observed or contacted during the IAA.

6.
Project Plan. The high level plan (quality, work, etc.) directing the activity. This should be on the WI. Plans may not exist for all operations assessed.

7.
Applicable Procedures. List the procedures controlling the activities assessed. Usually these are on the WI or listed in a plan. However, at times this might not be the case and the appropriate procedures may have to be obtained from the workers and/or procedure index.


8.
Personnel Qualified. Verify personnel understand and have appropriate working knowledge of their responsibilities, controlling procedures, and other applicable requirements. Determine if personnel have been properly qualified on controlling procedures by verifying “qualified” status in the BCLDP Training Information Management System (TIMS) or through hard copy documentation. If some of the personnel are in training, verify their “Indoctrinated” status. This criterion may only be evaluated for selected key workers and does not have to be verified for all workers.
ATTACHMENT 1 (Continued)
GUIDELINES FOR COMPLETION OF

DDO-180, IAA REPORT
Refer to the attached Form DDO-180 for the portion of the form corresponding to the numerical references below.

9.
Procedure/WI Requirements Being Met. Verify that Work Instructions and applicable procedures are being followed, are the proper revision, and are present in the work area (see QD-AP-6.1 [Reference 3.1.3] for specific requirements).

10.
Calibration Status. Verify that equipment being used has a calibration sticker attached and the calibration due date has not been exceeded. The types of equipment being used may be briefly described.

11.
Item Control. Verify that equipment, surface materials, samples, smears, waste containers, and any other physical items are appropriately handled, identified (marked, labeled, tagged), and stored.

12.
Documentation.

In Process IAAs. Review some documentation generated at the time of the IAA for use of correct form number and revision level, legibility, and completeness.


Documentation Packages. See Section 5.2 of this procedure text for evaluation criteria.

13.
Effectiveness. Determine the effectiveness based on the criteria described in the procedure text.

14.
Follow-Up Items. Determine if there are any outstanding items from previous assessments and verify they are being addressed appropriately.
NOTE: Items 8 through 11 are usually not applicable to documentation package IAAs. Also, brief elaboration/verification documentation for Items 8 through 14 may be placed in the “Remarks” column.



ATTACHMENT 1 (Continued)
GUIDELINES FOR COMPLETION OF

DDO-180, IAA REPORT
Refer to the attached Form DDO-180 for the portion of the form corresponding to the numerical references below.

15.
Comments. Give a brief (one to two sentence) description of the activity observed if information beyond that given under Item 4 is needed. Also, summarize the IAA results and specifically mention exemplary practices and opportunities for improvement. Identify any adverse conditions that were noted and corrected during the assessment (cda). Refer to any attached follow-up reports (e.g. Assessment Action Reports (AARs) or Event Reports) and their subjects, but do not describe the discrepancy in detail. Also, conditions not warranting formal corrective action reports, but where a follow-up IAA may be beneficial, could be mentioned. No “open-ended” statements leaving questions as to the resolution of items shall be included.

16.
Additional Reports. List any additional reports (e.g. Assessment Action Report (AAR), Corrective Action Report (CAR), Radiological Awareness Report (RAR), or Event Report) along with specific report number in the space provided and attach the corresponding reports if any have been generated. If no additional reports were generated, type or write “NONE” in the space provided.
17.
Distribution. At a minimum, distribution should include: Program Manager, applicable DOE staff, Independent Oversight Manager, Radiological Safety Officer, responsible Project Manager (s)and Program Manager direct report managers as appropriate, Quality Manager/quality files, quality staff, project records (two copies), and any other oversight or project individuals impacted by the IAA results. All attachments should be included in the distribution.

18.
Discussed With. The individuals with whom the IAA results were discussed. Generally, the Program Manager direct report managers and/or Project Manager(s).

19.
Assessor/Date. The individual(s) conducting the IAA must sign and date the final copy of the report. All IAAs shall be signed by at least one qualified assessor.

20.
Reviewer/Date. The quality staff member reviewing the IAA report shall sign and date here. All IAA reports shall be reviewed prior to issuance. This review shall be performed by the Quality Manager or his designee.

