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8.1
Scope
This section establishes the responsibilities and requirements for ensuring that only accepted items are used in performing D&D quality-affecting activities and in making analyses and determinations for projects. Identification and control measures shall be designated to prevent the use of incorrect or defective material, parts, containers, packages, or components and for positive identification of samples and specimens to the associated analytical data.

8.2
Applicability
The requirements of this section apply to quality-affecting items used or incorporated in D&D projects and facility operation and decon​tamination activities.

8.3
Responsibilities
8.3.1
The managers of DDO groups or projects related to D&D are responsible for ensuring that items, parts, components, or samples of D&D quality-affecting activities are identi​fied and controlled by established written documents, procedures, or instructions.

8.3.2
The DDO Quality Manager is responsible for reviewing and concurring with docu​ments implementing the requirements of this section and evaluating the implementation to ensure effectiveness.

8.4
Requirements
Controls shall be established and implemented for DDO responsibilities described in this section as applicable to identification and control of items, and to ensure that only correct and accepted items are used, installed, or maintained.

8.4.1
Traceability

Quality-affecting items shall be traceable to the appropriate techni​cal and/or quality documentation such as drawings, specifications, purchase orders, test records, inspection documents, and non-confor​mance reports.

8.4.1.1
When specified by codes, standards, or specifications, specific identification or traceability shall be provided.  Such requirements might include, but are not limited to, identifi​cation or traceability of the item to applicable specification; grade of material; heat, batch, lot, part, or serial number samples; specified inspection test; or other records.

8.4.1.2
Where required, certificates of chemical and/or physical properties shall be traceable to the finished item or to test results and analyses using such materials.

8.4.1.3
An indication of item quality status shall be documented in records traceable to the item.

8.4.2
Identification

8.4.2.1
Identification shall be maintained either on the items or in documents traceable to the items.  Identification shall be indicated by one or more of the following:

a.
Physical identification shall be used to the maximum extent possible.

b.
Where physical identification on the item is either impractical or insufficient, physical separation, proce​dural control, or other appropriate means shall be employed to ensure positive identification.

c.
Identification markings, when used, shall be applied using materials and methods that provide a clear and legible identification and do not detrimentally affect the function or service life of the item.

d.
Indication of inspection/test status of items shall be maintained throughout fabrication, assembly, storage, shipping, installation, erection, and operation of the item and shall conform to Section 14.0 of this manual.

e.
Markings shall be transferred to each part of an identi​fied item when subdivided and shall not be obliterated or hidden by surface treatment or coatings unless other means of identification are substituted.

f.
Markings that become obliterated shall be restored immediately.

8.4.2.2
Items of production (batch, lot, component, part) shall be identified from the initial material receipt and fabrication of the items up to and including installation and use.  This identification shall relate an item to an applicable design or other pertinent specifying document.

a.
Identification of materials, parts, and components shall be unique to the item.

b.
Records traceable to the item shall include an indica​tion of the quality status of the item and identifica​tion of the person performing the quality verification.

8.4.2.3
Engineered items and components shall have their engineering identity established either on the item or through records traceable to the item.

8.4.2.4
The identification system for fabricated items shall provide traceability to subcomponents and/or materials.

8.4.3
Limited Life Items

Where specified, items having limited calendar or operating life or cycles shall be identified and controlled to preclude use of items whose shelf life or operating life has expired.  Items or materials requiring control because of age or limited life cycles shall be iden​tified as to date of manufacture or origination and estimated expected life.

8.4.4
Stored Items

Items stored for future use or archived for historical pur​poses shall be protected against physical damage or loss.

8.4.4.1
A controlled environment shall be provided for those items requiring such controls.

8.4.4.2
Provisions shall be made for the control of item identifica​tion consistent with the planned duration and conditions of storage.

8.4.4.3
Provisions shall be made for the maintenance or replacement of markings and identification records damaged due to han​dling or aging.

8.4.4.4
Provisions shall be made for the protection of the identifi​cations on items subject to excessive deterioration due to environmental exposure.

8.4.4.5
Provisions shall be made for updating existing records.

8.4.4.6
Provisions shall be made for segregation of quality items from non-quality items.

8.4.5
Data

Data that will be used as design inputs or to determine compliance with requirements shall be traceable to its source or sources.  Identifica​tion and traceability of data shall be maintained throughout the prescribed retention time of the data.

 8.4.6
Samples

Controls shall be established to ensure that samples, including radio​activity smear samples, are identified to allow traceability to the sampling location and the sampling collection activity, as well as other appropriate documentation such as drawings, specifications, pur​chase orders, test records, inspection documents, and non-conformance reports.  These controls shall include organizational responsibilities.

8.4.6.1
A unique identification number or symbol shall be assigned to each sample as soon as it is obtained.

8.4.6.2
Sample identification shall provide a clear association with the work activity for which the sample is being taken; trace​ability to such data as sample source and description of the sample time, date, and place of sample collection; and iden​tification of personnel obtaining the sample collection.

8.4.6.3
Sample identification shall be permanently attached when possible. Where this is not possible, sample identification shall be permanently associated with the sample without affecting or contami​nating the sample.  As appropriate, identification may be placed on the sam​ple, on the container, or on records traceable thereto.

8.4.6.4
If a sample is subdivided, each subsample shall be assigned its own identification, which retains the subsample’s asso​ciation with the original sample.

8.4.6.5
Reporting forms shall be employed to establish sample traceability.

8.4.6.6
Chain of custody shall be documented for samples/specimens collected in the field as specified in applicable procedures.

8.5
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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