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5.1
Scope
This section describes requirements for the establishment and implementation of instructions, procedures, and drawings for D&D quality-affecting activities.

5.2
Applicability
This section applies to D&D quality-affecting activities. Requirements and methodology for the performance of these activities shall be prescribed in documents such as instructions, procedures, and drawings.  These activities shall be performed in accordance with these approved instructions, procedures, and drawings by all participating DDO staff.

5.3
Responsibilities
5.3.1
The DDO Program Manager is accountable for ensuring that D&D quality-affecting activities are accomplished in compliance with approved instructions, procedures, and drawings and is responsible for approving this manual.

5.3.2
Managers of DDO groups and projects related to D&D operations are responsible for identifying the need for, and prepar​ing, section- or project-specific instruc​tions, procedures, or drawings or revisions thereto.  The author and applicable line manager or project manager/task manager have approval responsibility for instructions, procedures, and drawings.

5.3.3
The DDO Quality Manager is responsible for
a.
Preparing, revising, and approving this Quality Manual in conjunction with the DDO Program Manager
b.
Reviewing and providing quality approval of project-specific instructions, proce​dures, and drawings
c.
Identifying the need for and preparing instructions and procedures for the administration of the quality program and maintaining those instructions and procedures in a correct status
d.
Reviewing and accepting the instructions and procedures of Battelle subcontractors conducting D&D quality-affecting activities
e.
Ensuring the preparation of supporting documentations/records to demonstrate that instructions and procedures are implemented to satisfy quality requirements.

5.3.4
Personnel performing D&D quality-affecting activities shall do so in accordance with approved written documents.

5.4
Requirements
5.4.1
General Requirements

D&D quality-affecting activities shall be planned, pre​scribed in detail by, and performed in accordance with approved writ​ten instructions, procedures, drawings, or other documents appropriate to the circumstances (e.g., plans, readiness reviews, manuals).  Where appropriate, these documents shall include or reference appropriate quantitative or qualitative acceptance cri​teria for determining that prescribed activities have been satis​factorily accomplished.

5.4.2
Planning of Instructions, Procedures, and Drawings

Activities shall be planned and documented by each project as early as practicable, but no later than the start of the activity, to ensure inter​face compatibility and incorporation of adequate quality requirements. These documents, as appropriate, should delineate the scope, methods, responsibilities, and, if applicable, the sequence by which an activity is to be performed.

5.4.2.1
Instructions, procedures, and drawings should be prepared to an accepted format and contain the title, revision number, effective date, and unique identifier.

5.4.2.2
Examples of documents that require an activity sequence, check points, and acceptance criteria include, but are not limited to, inspection procedures, test procedures, and spe​cific work instructions.

5.4.2.3
Administrative procedures usually require the performance of a specified sequence of events, but normally do not require the inclusion of acceptance criteria.

5.4.2.4
All instructions, procedures, and drawings shall be reviewed and approved for adequacy, completeness, and correctness prior to issue.

5.4.2.5
Instructions and procedures addressing quality-affecting activities shall contain requirements for the generation of quality records and identify the types of docu​ments that constitute quality records.


5.4.3
Performance of Activities

5.4.3.1
D&D activities affecting quality shall be performed in accordance with approved written documents.

5.4.3.2
Approved change control methods shall be followed when it becomes impossible or impractical to follow an approved instruction, procedure, or drawing.

5.5
Records
Records that provide objective evidence of compliance with the requirement of this section shall be identified, maintained, and controlled in accordance with Section 17.0 of this manual.
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