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PROCEDURE APPROVAL PAGE
Prepared By:
R. J. Friedman, Quality Specialist
Date

This procedure, QD-AP-18.1, entitled Independent Programmatic Assessments, has been 

reviewed and approved by the following.

Approved By:
M. E. 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

R. J. Friedman (Acting), Radiological
Date

Technical Support Manager

INDEPENDENT PROGRAMMATIC ASSESSMENTS
1.0 Scope

This procedure applies to Independent Programmatic Assessments (IPAs) (formerly called audits) performed by or for the Battelle 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 systems are being implemented adequately, effectively, and in conformance to requirements. IPAs are a service to program/project managers that provide information and independent evaluations of their systems and their product or service vendors. This procedure also provides for identification of improvement opportunities in DDO systems and implements portions of the DDO Quality Manual, Sections 18.0 and 19.0 (Reference 3.1.1).

3.0 References, Definitions, and Development Resources
3.1 References

3.1.1 DD-MN-01, Decontamination and Decommissioning Operations Quality Manual

3.1.2 QD-AP-2.4, Auditor Qualification and Certification

3.1.3 QD-AP-16.1, Corrective Action

3.1.4 PR-AP-17.1, Operation of the Project Records Management System


3.2 Definitions

Refer to the Battelle Columbus Laboratories Decommissioning Project Procedures Dictionary for definitions of Assessment Action Report (AAR) and Observation.

3.3 Development Resources

None.







4.0 General

None.
5.0 Procedure

5.1 Assessment Scheduling

The Quality Manager (QM) shall prepare an annual assessment schedule for the project and will furthermore ensure that the following is accomplished:
5.1.1 The assessment schedule is reviewed and approved by the DDO Program Manager and updated quarterly. Verify that the assessment schedule provides appropriate coverage of ongoing systems affected by the DDO Quality Program.  Input from Functional Managers shall be obtained during the monthly staff meeting prior to publication of the assessment schedule.
5.1.2 The assessment schedule should include the month of proposed assessment for all assessments and the assessment scope for each IPA.

5.1.3 Reflect revisions to the annual assessment schedule in quarterly updates having the same approvals as in Section 5.1.1.

5.1.4 Base the frequency of IPAs of selected systems on the effectiveness of self-assessment efforts and other factors, such as:

5.1.4.1 Previous assessment results and corrective actions

5.1.4.2 Pertinent nonconformance and deficiency documents

5.1.4.3 Risk and importance of the system to DDO program objectives and end products

5.1.4.4 Significant changes such as reorganization, new procedures, and major procedure revisions.

5.1.5 IPAs may be scheduled for any DDO internal or subcontracted project system.

5.1.6 Personnel responsible for an activity to be assessed are contacted to establish specific dates for an IPA. Assign the sequential IPA number and send a notice to the responsible manager approximately 10 calendar days before the start of the IPA. Notify subcontractors 30 days in advance of a scheduled IPA.

5.2 IPA Team

The Quality Manager shall assign an assessment team for each IPA using the following procedure:
5.2.1 Confirm personnel assigned to the IPA team and assign a lead auditor as the Assessment Team Leader. The QM may serve as the Assessment Team Leader, but must assure that those designated as IPA Team Leaders have the experience and training (quality and technical) commensurate with the scope, complexity, and special nature of systems to be assessed. Contract Battelle certified lead auditors or outside consultants to lead or participate in the IPA if deemed necessary.

5.2.2 Approve one or more persons to compose the IPA team.  Teams may be composed of certified auditors, technical specialists, observers, and trainees as deemed appropriate.

5.2.3 Assure that team members are independent of the performance of the systems to be assessed.

5.2.4 Assure that IPA team members are trained, qualified, and certified in accordance with QD-AP-2.4 (Reference 3.1.2).

5.3 IPA Planning

Unless otherwise specified, the IPA Team Leader shall perform the following:
5.3.1 Prepare an IPA notice memorandum for an internal assessment (see suggested format in Exhibit 1) or an IPA notice letter for an external assessment (include information from the suggested format of Exhibit 1), and have it issued to the responsible manager or sent to the vendor officer. Distribute copies, as a minimum, to those noted on Exhibit 1.

5.3.2 
5.3.3 Prepare an assessment checklist, using Form DDO-181, and identify it by IPA type/number, organization, activity, and date. IPA Team members shall assist in this effort as requested. Documents referenced in the IPA notice and records of previous assessments shall be used to develop checklist questions. (Note that each compliance question shall reference the governing document.)
5.3.4 IPA team members shall prepare for the IPA by reviewing checklists, previous assessments, and reference documents.

5.3.5 Add other checklist questions, or items as necessary, and pursue other conditions and practices when discovered during the IPA.

5.3.6 Hold a pre-assessment meeting with all team members to assure that they are qualified to perform their assigned function. Brief the team members on the purpose and scope of the assessment checklist, the extent of inquiry to be conducted, and the professional attitude to be maintained. Prepare a memo, or other documentation, which includes the assessment team attendance list and a summary of the pre-assessment meeting and file the memo with the other assessment documentation.
5.4 IPA Conduct

Unless otherwise specified, the IPA Team Leader shall perform the following:
5.4.1 Conduct an optional brief pre-assessment conference with staff being assessed to:
5.4.1.1 Review the purpose and scope of IPA and present the daily briefing option (see Section 5.4.7)
5.4.1.2 Discuss planned interviews and the proposed assessment process
5.4.1.3 Review the assessment checklist and how it is used.

5.4.2 Direct and coordinate the IPA to assure coverage and assign specific responsibilities to each team member.

5.4.3 Pursue the following courses of investigation as applicable to the scope of the IPA.

5.4.3.1 Evaluate and verify work being performed as evidenced by completed records and/or witnessing the implementation of procedures, instructions, specifications, and drawings.

5.4.3.2 Evaluate personnel training and qualification records.

5.4.3.3 Evaluate systems to determine conformance with requirements.

5.4.3.4 Evaluate the degree to which the observed system is producing the desired products and results and meeting management objectives (effectiveness).

5.4.3.5 Interview personnel to evaluate their knowledge of applicable requirements.

5.4.3.6 Interview personnel to obtain data for formulation of opportunities for improvement.

5.4.3.7 Obtain input from assessment team members on opportunities for improvement.

5.4.4 Assure that the evaluation status of each checklist item is documented and signed or initialed/dated by the responsible team member in the appropriate block. “SAT” (for satisfactory) indicates an acceptable condition or “UNSAT” (for unsatisfactory) indicates an unacceptable or noncompliant condition.  An “UNSAT” will generally result in a Finding or Observation unless corrected during the assessment (cda). If an adverse or potentially adverse condition is corrected, the “UNSAT” is changed to “SAT”, appended by “cda”, and an explanation included in the Results/Remarks column of the checklist.
5.4.5 List documents, files, personnel qualifications and records reviewed, and observations made in the results/remarks column, as needed, to provide traceability regardless of the determined status. If no deficiency is found, state in the results/remarks column the objective evidence used to confirm the adequacy of the item.
5.4.6 Bring concerns developed during the IPA to the attention of the appropriate member(s) of the assessed organization. Reach an agreement on the validity of the concerns, and discuss the disposition at the post-assessment conference.

5.4.7 At the option of the assessed organization(s), hold daily (or other frequency) debriefings to keep them informed of the progress of the assessment. Present this option at the pre-assessment conference by the Assessment Team Leader. All involved parties should reach a consensus as to the need of such debriefings prior to the formal post-assessment conference.

5.4.8 Assure that during and at the end of the assessment activities, the assessment team meets to review the assessment results and formalize the deficiencies that will be recorded on the Assessment Action Reports (AARs), DDO-182 and ‑182A. Note that AARs shall be numbered consecutively and tied to the assessment number. 

5.4.9 During an IPA, report any significant adverse conditions immediately to the manager of the assessed organization and the QM. The Assessment Team Leader and QM may issue a Corrective Action Report using QD-AP-16.1 (Reference 3.1.3).

5.4.10 Conduct the mandatory post-assessment conference with managers and other assessed personnel and discuss the results of the assessment in the depth as necessary commensurate with the importance and nature of the results. Discuss the findings and observations to be issued in the assessment report, positive items, and opportunities for improvement.  Establish acknowledgement of identified deficient conditions by all the parties. Issue AARs in draft form at the post-assessment conference.

5.4.11 Document pre- and post-assessment conferences on DDO-348, Quality Attendance Record.

5.5 IPA Report

The IPA Team Leader shall, with assistance of the IPA Team Members:

5.5.1 Prepare the IPA report within 10 working days following the post-assessment conference using the format presented in Exhibit 2.

5.5.2 Assure that the report is reviewed and signed by other assessment team members, and approved by the QM.

5.5.3 Group related deficiencies requiring corrective actions, if possible, to identify any breakdown in the QA program. Categorize the findings or deficiencies within the groups based on their relative importance and degree of impact on compliance assessment, nuclear safety, waste characterization, waste isolation, environmental protection, or the QA program. Summarize the findings and deficiencies in their identified groups and present the details in the associated AARs. Attach the originals of the AARs to the copies of assessment reports addressed to responsible managers.

5.5.4 Transmit the report under a cover memorandum (see Exhibit 3) or letter (include information from the suggested format of Exhibit 3) addressed to the responsible manager(s) or vendor official. Distribute copies as noted on Exhibit 3.

5.5.5 
5.6 Corrective Action Response and Follow-Up of Open AARs
5.6.1 Managers of assessed organizations shall submit a written response for each AAR or CAR issued with the assessment report in accordance with QD-AP-16.1 (Reference 3.1.3). 
5.6.2 The IPA Team Leader shall, with assistance of the IPA Team Members, and review and status assessment responses for acceptance and closure of all corrective actions in accordance with QD-AP-16.1 (Reference 3.1.3).

5.6.3 The QM shall review and approve each completed AAR and CAR to indicate official closure.
5.7 IPA Closeout
The IPA Team Leader shall be responsible for the following procedures:

5.7.1 Forward the signed AARs and follow-up status forms to the responsible individuals as their confirmation of closure.

5.7.2 When all outstanding AARs from an IPA are closed, prepare a memorandum to the responsible manager(s) and the quality files in the format shown in Exhibit 4 to document IPA closeout. Distribute copies, at a minimum, to the names listed on Exhibit 4.

6.0 Records

The following assessment documents shall be classified as quality records and filed and processed in accordance with PR-AP-17.1 (Reference 3.1.4):
· Assessment schedules
· Assessment plan/notice
· Completed quality checklist
· Pre-assessment meeting summary
· IPA report and transmittal memo
· Closed out AARs and follow-up status forms
· Closeout memorandum
· Qualification documentation for any consultants used as assessment team members
· Attendance records.
7.0 Forms, Exhibits, and Attachments
7.1 Forms

· DDO-181 and -181A, Quality Checklist

· DDO-348, Quality Attendance Record

7.2 Exhibits
The following exhibits are provided for recommended formats only. Records from past DDO audits should also be consulted for suggested formats.

· Exhibit 1, IPA Plan/Notice Memorandum Format (2 pages)
· Exhibit 2, IPA Report Format (3 pages)
· Exhibit 3, Transmittal Memorandum Format for IPA Report 
· Exhibit 4, IPA Closeout Memorandum Format

7.3 Attachments

None.
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EXHIBIT 1

INDEPENDENT PROGRAMMATIC ASSESSMENT

PLAN/NOTICE MEMORANDUM FORMAT
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EXHIBIT 1
(Continued)
[image: image2.png]Notice of Independent Programmatic Assessment (TPA)
Page 2

The assessment will be performed by

(personnel name) . {consuizant name or Barrelle deparcment)

(personnel nome) ' {consulranr name or Barelle deparoments)
(personnel agme) ({consulans nome or Barrelle deparoment)

P!asehfom&szppmprhmmembcsafyommﬁofthisnpmminzt?&

The pre-assessment and post-assessment conrerences are scheduled for

Pre-assessment

(daze/time/place)

Post-assessment

{datefime/piace)

Please nodfy cognirant management and other appropriare personned so they are available o azend
~ the pre-assessment and post-assessment CONfErsaces 25 NECTSSary.

Questions regarding this assessment should be directed 0

or

(assessment team lecder) (Qualircy Mancger)





EXHIBIT 2
INDEPENDENT PROGRAMMATIC ASSESSMENT REPORT FORMAT
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EXHIBIT 2
(Continued)
[image: image4.png]BATTELLE DDO INDEPENDENT PROGRAMMATIC ASSESSMENT (IPA)

on

{subject area)

IPA No.:
Dates of IPA:
IPA Team Members:
(name) (title, e.g., assessment team leader}
(name) (title, e.g., assessment team member)
Purpose and Scope of [PA:

(Describe the reason this [PA was conducted, e.g., to verify document conirol activities (purpose) and
what organizations, projects, and deparoments were included in the assessment (scope}.)

References:

(List documents that organization was assessed to. This can be in an attachment to the report,)

Documents Reviewed and Summary:

(List documents reviewed and include a summary of results. This can be in an attachment to the
report.)

Personnel Contacted/Interviewed and Smmmary:

(List people contacted/finterviewed and include a summary of results. This can be in an attachment to
the report.)





EXHIBIT 2
(Continued)
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The following positive items and noteworthy practices were observed during the assessment.

(List all that apply).

The following deficiencies were corrected during the assessment:

(List all that apply).

As aresult of this IPA, assessment action reports (AARs) were issued, as
findings, and as observations. The following is a brief description of what 1s contaned

cach AAR.

(Itemize by AAR numbers.) .

Opportunities for Improvement:

(Describe any opportunities for improvement observed during the assessment, either directly or by
reference to an attachment.)

Effectiveness:

(Include a statement on the effectiveness of the quality program elements assessed. The statement
should reflect whether the quality program is meaningful as applicable to. the scope of work and
whether it is effective as implemented.)

Prepared by: Date
(assessment team leader)

Reviewed by: Date
(assessment team member)

Approved by: Date
{Quality Manager)






EXHIBIT 3
TRANSMITTAL MEMORANDUM FORMAT FOR INDEPENDENT

PROGRAMMATIC ASSESSMENT (IPA) REPORT
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. . . Putting Technology To Work

BCLDP Operations Manager
Department Manager
Date Quality Manager
BCO VP ESH&Q
To Distribution (or manager if applicable) Involved Managers
Assessment Team Members
From  (Assessment Team Leader) IPA Record
Subject IPA Audit Report No.
(subject of IPA)
The results of an IPA conducted of project systems
(dates of IPA)
associated with :
(subject area of IPA)

are docurnented in the attached IPA report. The assessment action reports (AARs) attached to the report
require action by the following individuals or their designees; (responsible individual(s) name(s) in
bold). Assessment results were discussed with these individuals or their representatives at the post-
assessment conference held on . Please note that responses are due within 10

(date)
working days of receipt of this report.

Please type your response directly on the AAR in the appropriate section, use continuation sheet (DDO-
182A) if needed and send the originals to the Quality Department to the attention of

. The reply to the AAR(s) shall address: (1) the actions to be taken
(Assessment Team Leader)
to correct the reported findings and observations, (2) actions to be taken to preclude recurrence of similar
deficiencies (findings only), (3) 2 determination of the root cause of the deficiency (findings only), and
(4) a schedule for completion of all involved actions. If you have further correspondence related to a
specific AAR, e.g., a document showing evidence of completed corrective action, please reference the
AAR number on the document and send it to .

(Assessment Team Leader)

The Quality Department can assist in formulating solutions to the items presented in this report and in
development and implementation of corrective actions. If you have any questions or comments, please
direct them to or .

(Assessment Team Leader) (Quality Manager)

XXXoxx

Attachments: Independent Programrmatic Assessment Report No.

ProjectNumber ______
Iy Bane“e internal Distribution






EXHIBIT 4
INDEPENDENT PROGRAMMATIC ASSESSMENT
CLOSEOUT MEMORANDUM FORMAT
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To Responsible Manager
From  (dssessmenr Team Leader)

Subject Closeout JPA Report No.

(subfect of IPA)

This is to certify that all assessment action reports {AARs) have been closed on this IPA, and the entire
IPA is now considered closed.

HXXixx





























