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2.1
Scope
This section describes the implementation and maintenance of the DDO Quality Program to assure that D&D activities performed by Battelle organizations, subcontractors, and individuals are accomplished effectively and in accordance with specified program requirements.  The Quality Program provides control over activities to the extent consistent with their risk and importance to attainment of DDO program technical, safety, and managerial objectives.

2.2
Applicability
2.2.1
This DDO Quality Program applies to all Battelle D&D activities.  The degree of application is based on importance and risk.  Activities having a high degree of risk and/or importance include, but are not limited to, regulatory compliance; environmental, safety, and health activities and oversight; radiological and hazardous material characterization; decontamination; decommissioning; classification, packaging, storage, and transportation of radioactive materials/waste; personnel and facility acquisition, training, and management; environmental monitoring; procurements; and research, development, and testing activities.

2.2.2
Implementation of the requirements of this program shall be accomplished by all Battelle personnel who perform D&D activities.

2.3
Responsibility
2.3.1
The BCO Vice President for Environment, Safety, Health and Quality (VP ESH&Q) is responsible for the certification of the DDO Quality Manager as a lead assessor.

2.3.2
The DDO Program Manager is responsible for
a.
Reviewing program plans and activities to identify areas needing improvement
b.
The quality of items, activities, products, and services
c.
Implementing quality requirements and principles that are consistent with the risk and importance of activities
d.
Issuing and enforcing stop work orders
e.
Establishing and achieving DDO performance objectives
f.
Ensuring training plans are in place to stimulate professional development and progressive improvement of the DDO managers and staff
g.
Establishing, maintaining, implementing, and enforcing the quality program through management leadership and a commitment to requirements and principles described in this manual
h.
Resolving disputes
i.
Conducting the required self-assessment(s).
2.3.3
Managers are responsible for
a.
Ensuring that assigned project or functional planning is performed to provide control over D&D activities to an extent consistent with their importance and risk, and implementing the requirements of this section
b.
Developing project, functional, or activity specific plans identifying appropriate quality, managerial, technical, and health and safety requirements and principles
c.
Establishing training and qualification requirements for specific DDO job categories and ensuring that staff have been properly trained and qualified to conduct their assigned tasks

d.
Implementing the quality program through management leadership and a commitment to requirements and principles described in this manual
e.
Complying with issued stop work orders
f.
Providing individuals with the proper information, tools, support, and encouragement to properly perform their assigned work.

2.3.4
The DDO Quality Manager is responsible for
a.
Developing and administering the DDO Quality Program
b.
Facilitating the implementation of current quality management requirements and principles
c.
Monitoring work for effective implementation of quality management requirements and principles
d.
Advising management on the effectiveness and implementation of quality requirements and principles
e.
Initiating stop work orders when warranted by program conditions.

2.3.5
All staff are responsible for
a.
Implementing the Quality Program as described in this manual
b.
Stopping work or initiating the stop work process as described in Section 2.6 until effective correction action has been taken.

2.4
Requirements
The DDO Quality Program policies and requirements are documented in this manual and are supplemented by implementing procedures and instructions.  The DDO Quality Program provides that activities are planned, documented, performed, and assessed in compliance with this manual and applicable procedures and instructions consistent with the risk and importance of the activities.

The underlying principles guiding management and other personnel performance within this program are as follows:
a.
Define policies and objectives—ensure that they are understood and accepted.

b.
Specify roles and responsibilities—ensure that they are understood and accepted.

c.
Specify expectations—identify and allocate resources to achieve them.

d.
Ensure that people are competent at the work they do.

e.
Ensure that people have the right information at the right time.

f.
Seek and use relevant experience.

g.
Plan and control the work.

h.
Use the right materials, tools, and processes implementing controls and changes to them, as needed.

i.
Assess work to ensure it meets expectations.

j.
Identify and remedy errors and deficiencies.

k.
Periodically assess management processes to improve effectiveness and efficiency.

l.
Identify, report, and evaluate abnormal events.

m.
Identify, report, and evaluate opportunities for improvement.

 
n.
Encourage continuous improvements in performance of work.


















2.4.1
Planning

2.4.1.1
Planning shall be performed as early as practical and prior to the start of the activities that are to be controlled to assure interface compatibility and adequate implementation of quality requirements.  Estimates used in initial and revisions of the project baseline planning should be based on sound data and assumptions, relating to personnel, material/service costs, availabilities, and productivity.  The results of quality planning activities shall be documented.  Project/functional activity plans shall be prepared and accomplished to the extent necessary to provide
a.
Identification and documentation of the project activities, methods, and organizational responsibilities that are necessary to ensure a systematic approach to and compliance with the requirements of this DDO Quality Program.

b.
Identification and control over activities, including the verification of quality to an extent consistent with their level of risk to safety and programmatic objectives.  These control measures include the development, control, and/or use of computer programs that will be used in quality-affecting activities.

c.
Assurance that activities requiring special procedures, peer reviews, work instructions, controls, processes, equipment, or personnel training/skills to attain the requisite quality are identified and that such procedures, reviews, etc., are developed and implemented.

d.
Assurance that documents prescribing activities (e.g., procedures, specifications, instructions, drawings, etc.) are subjected to review and approval to verify that all prerequisites have been satisfied and that the activity can be accomplished as specified.

e.
Assurance that activities are accomplished under suitably controlled conditions, which include the use of specified procedures or instructions, equipment, special conditions (special processes, suitable environmental conditions) for accomplishing the activity, and assurance that all prerequisites for the given activity have been satisfied.

f.
Assurance that the requirements and procedures for the packaging of radioactive materials include the following considerations concerning the complexity and proposed use of the package and its components:

(1)
The impact of malfunction or failure of the item to safety
 (2)
The design and fabrication complexity or uniqueness of the item
(3)
The need for special controls and surveillance over processes and equipment
(4)
The degree to which functional compliance can be demonstrated by inspection or test
(5)
The quality history and degree of standardization of the item
(6)
Packaging requirements identified by the receiver/disposal sites.

g.
Identification of applicable technical and quality program management control and verification activities.

h.
Descriptions of the management processes, including planning, scheduling, and resource considerations.
i.
Provisions for the identification of required quality records.

2.4.1.2
The quality programs for D&D projects shall be established during the planning phase for accomplishing the activities.

2.4.1.3
The Radioanalytical Laboratory Quality Program shall meet the applicable requirements of this manual, EPA/QAMS 005-80, EPA 540, Chapter I of SW-846 and ASTM C1009, and NRC Regulatory Guide 4.15.
2.4.1.4
The processes in this manual are implemented by dedicated Quality Department and other support organization staff.  Additionally, line organizations and external resources (which includes Pacific Northwest National Laboratory [PNNL] staff) can be called upon at the discretion of the Quality Manager in support of this effort. Use of the above resources are all bounded by budgetary constraints.

2.4.1.5
An annual schedule, and periodic revisions thereto, are prepared, submitted to, and approved by management in accordance with the provisions of Section 18.0 of this manual.  Input from line managers will be solicited and considered during preparation of the schedule.
2.4.2
Graded Quality Requirements

2.4.2.1
The requirements of this section are applicable to D&D activities during project and facility operations; facility decontamination and decommissioning; and nuclear material handling, packaging, and transportation.

2.4.2.2
The purpose of a graded DDO Quality Program is to select the quality requirements and measures to be applied to items and activities consistent with their level of risk to safety and programmatic objectives.  This will be accomplished by deliberate quality planning and selective application of quality requirements.

2.4.2.3
The graded approach to quality requirements shall be implemented by selecting the quality requirements to be established in plans, procedures, and work instructions.  Quality requirements commensurate with the relative risk of the item or activity to safety and/or programmatic concerns shall be identified and required in plans, procedures, and work instructions.

2.4.2.4
Quality requirements and controls shall be selectively applied.  The selective application and the degree of application of the quality requirements assigned to each activity shall be commensurate with the level of risk as defined in the following factors:

a.
Scope of work
b.
Probability and consequence of failure
c.
Importance of data
d.
Complexity of function
e.
Reliability of process
f.
Reproducibility of results
g.
Uniqueness of product
h.
Degree of functional product demonstration
i.
Degree of standardization
j.
History of quality
k.
Impact of schedule or cost or both
l.
Significance to license conformance
m.
Impact on the environment and the public
n.
Impact on the safety of the workers or the public
2.5
DDO Quality Program Evaluation
The scope, adequacy, effectiveness, and implementation of the DDO Quality Program shall be assessed on a periodic basis.

2.5.1
Assessments to determine the implementation and adequacy of the DDO Quality Program and to improve quality shall be performed through a comprehensive independent assessment program (see Section 18.0) and periodic internal management assessments (see Section 20.0).  In addition, the DDO Quality Manual shall be reviewed when important changes in pertinent regulations and policies occur or when requested by the DDO Program Manager.

2.5.2
The overall status, adequacy, and effectiveness of the DDO Quality Program shall be reported to the DDO Program Manager by several means, including the issuance of managers’ self-assessments, independent assessments, and status reports.

2.5.3
Status reports shall summarize internal activities and may include:  (1) a summary of monitoring activities, assessments, quality improvements, discovered adverse conditions, and outstanding problems; (2) the identification and review of outstanding corrective actions: and (3) other significant items.

2.6
Stop Work Orders  


Stop Work Orders as described in this manual are project administrative tools used to interrupt and correct processes and activities that are determined or perceived to be out of the control of project personnel and procedures.  They are not to be confused with contractually imposed Stop Work Orders, which may be issued at the discretion of DOE or the Contracting Officer.
2.6.1
All personnel have the freedom and authority to stop work activities when they observe conditions that pose an imminent hazard to the health and safety of workers or the public.

2.6.2
Additionally, all personnel have the authority to initiate the stop work order process for conditions that might not threaten health and safety, but could be significantly adverse to the achievement of quality, programmatic, contractual, or technical goals.  This shall happen only in emergencies or when all other means of implementing corrective actions have failed.  The Program Manager and Quality Manager have the authority to formally issue stop work orders resulting from this process.  Issuance of any stop work order requires subsequent notification of the Contracting Officer, who will determine the need for contractual action.
2.7
Indoctrination, Training, and Qualification
2.7.1
Plans—Indoctrination and training plans shall be prepared and maintained for Battelle DDO staff members, including managers, supervisors, technical, and support staff of exempt and non-exempt job categories.  The preparation and content of training plans shall be described in the DDO Training Program Plan (TPP).  The training plans should be developed with objectives to address and stimulate professional development and to provide for the maintenance of proficiency and progressive improvement, in addition to attaining the initial qualification for each staff member.  Training plans of management personnel should include professional, managerial, communication, and interpersonal skills.

A training curriculum shall be developed for each job category to address its specific needs.  The training shall be presented by instructors qualified by knowledge and/or experience in the subject being presented.  The process for selecting and qualifying (or documenting the qualifications of) instructors and determining the curricula for each job category is described in the DDO TPP.

2.7.2
Indoctrination—Staff members who will be performing or verifying D&D activities shall be provided initial quality program indoctrination.  Additional indoctrination shall be provided on an as-needed basis to maintain awareness of the DDO Quality Program and provide information on new or revised requirements.

2.7.2.1
Initial indoctrination shall emphasize correct performance of work; provide understanding of why quality requirements exist; and include instruction in the DDO Quality Policy, organization, and requirements.  The indoctrination is intended to provide an understanding of the purpose, scope, applicability, and implementation of the DDO Quality Program.  The initial indoctrination shall also address potential consequences of improper work and focus attention on doing the work correctly the first time.  Additional indoctrination may provide instruction, as needed, to maintain the implementation of the DDO Quality Program.

2.7.2.2
Indoctrination may be in the form of classroom sessions and/or required reading.

2.7.2.3
New employees, including subcontracted staff and those transferred and loaned from other Battelle departments and sections, shall complete indoctrination and training in accordance with the Training Program Plan.

2.7.3
Training—Staff members who will be performing or verifying D&D activities shall be trained to understand the fundamentals of, and to develop suitable proficiency in, the activity that they are to perform.  The requirements for each staff member and category for the overall training program will be described in a training program plan.

2.7.3.1
Managers responsible for staff performance shall identify the training needs of assigned staff and ensure that they receive training commensurate with the scope and complexity of the assigned tasks.  Each exempt and non-exempt staff member shall be assigned to a specific job category with specific training and qualification requirements.

2.7.3.2
Training may be provided in the form of formal classroom sessions, required reading, and/or critically supervised experience to develop proficiency.

2.7.4
Qualification—Staff members performing, managing, supervising, or verifying D&D activities shall be qualified to do assigned work.  Documentation supporting the qualification shall attest to the completion of required indoctrination and training and to the proficiency of the individual to perform activities identified as the individual’s responsibilities.

2.7.4.1
When required by mandatory codes or standards, qualified personnel shall be certified to perform specified activities.

2.7.4.2
Qualifications of personnel on procedures to meet job requirements shall be documented in writing.  Evaluation and requalification/renewal shall not exceed a 3-year interval.

2.7.5
Personnel performing activities requiring special skills, abilities, including certification (e.g., Lead Auditor, American National Standards Institute [ANSI] 3.1 Health Physicists, etc.), shall meet the requirements of NQA-1 supplements 2S-1, 2S-2, 2S-3, 2S-4, or any other mandatory code or standard prior to performing work.  
2.7.6
Records required for documenting indoctrination and training include
2.7.6.1
Classroom session attendance sheets containing
a.
Objectives and session content summary
b.
Instructor’s name
c.
Attendee’s name, signature, and date
d.
Length of session.

2.7.6.2
Documentation of completion of required reading.

2.7.6.3
Personnel indoctrination and training records including verification of proficiency, if required.

2.7.6.4
Records of personnel qualification/certification as required for specific job categories.

2.7.7
Training Maintenance—The Training Program shall be subject to ongoing reviews to evaluate personnel performance as related to training effectiveness.  Training and qualification should be upgraded whenever needed improvements or other enhancements are identified.

2.8
Records
Records that provide objective evidence of compliance with the requirements of this section shall be identified, maintained, and controlled in accordance with Section 17.0 of this manual.
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