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17.1
Scope
This section establishes the responsibilities and requirements by which DDO ensures the identification, retention, distribution, main​tenance, retrieval, transmittal, and disposition of quality records.

17.2
Applicability
This section applies to all D&D documents that are considered quality records.  This includes each nuclear-related experiment, task, and project wherein quality requirements have been defined in a Quality Plan or similar document.  It also applies to safety and maintenance, decontamination, and quality pro​gram records.

17.3
Responsibilities
17.3.1
The DDO Program Manager is accountable for
 developing a records system for control of quality records in compliance with NQA-1 Basic Requirement 17 and Supplement 17-S.

17.3.2
The managers of DDO groups and projects related to D&D operations are responsible for
a.
Identifying and documenting evidence that is, or will become, a quality record of quality-affecting activities or items
b.
Ensuring that necessary quality record submittal requirements are included in procurement documents
c.
Ensuring that quality records generated within their responsibilities, including the areas of health physics and radioactive material shipping, are legible, complete, authenticated, filed by index, and safe​guarded to prevent loss, damage, or deterioration for their spe​cified retention times
d.
Transferring records, as required, for permanent storage
e.
Designating the retention period for quality records.

17.3.3
The DDO Quality Manager is responsible for
a.
Identifying and documenting evidence that is, or will become, records of quality administrative activities
b.
Ensuring that records generated by the quality Department administrative activities are legible, complete, authenticated, filed by index, and safeguarded to prevent loss, damage, or deterioration for their specific retention times
c.
Ensuring that procedures contain a records section specifying a method for the iden​tification of records to be generated
d.
Verifying through assessments and surveillances that quality records are being controlled in compliance with this manual and records-related procedures.

17.3.4
The Records Manager is responsible for
a.
Maintaining all active quality records in dual storage facilities
b.
Safeguarding and controlling quality records
c.
Developing procedures for the control of the records system
d.
Transferring records, as required for permanent storage
e.
Developing and maintaining a records index.

17.4
Requirements
Records that furnish documentary evidence of quality shall be specified, pre​pared, and maintained.  Records shall be legible, identifiable, and retriev​able.  Records shall be protected against damage, deterioration, or loss. Requirements and responsibilities for record transmittal, distribution, retention, maintenance, and distribution shall be established and documented.

17.4.1
Records Management System

A records system shall be established by the DDO Program Manager in cooperation with the Records Manager and DDO Quality Manager at the earliest possible time consistent with the schedule for accomplishing work activities. This relates to activities such as nuclear quality-affecting facility maintenance, operation, and decontamination projects; packaging and shipping; and quality administration.  The records system(s) shall be defined, implemented, and enforced in accordance with written procedures.

17.4.2
Record Types

Quality Plans, technical and administrative procedures, procurement documents, and applicable design specifications shall specify records to be gener​ated and maintained.  Documents that are designated to become records shall be legible, accurate, and completed appropriate to the work accomplished.

 
17.4.3
Record Authentication

Documents shall be considered valid quality records only if authen​ticated by being stamped or initialed or signed and dated by authorized personnel.  This authentication may take the form of a statement by the responsible individual or organization.  Handwritten signa​tures are not required if the document is clearly identified as a statement by the reporting individual or organization.  Records may be either originals or reproducible copies.

17.4.4
Index

Records shall be indexed during temporary and permanent storage.  The indexing system shall include, as a minimum, record retention times and location of the record within the record system.

17.4.5
Distribution

Records shall be distributed, handled, and controlled in accordance with written procedures.

17.4.6
Traceability

Records and/or indexing systems shall provide sufficient information to permit identification between the record and the item or activity to which it applies.

17.4.7
Classification

Records shall be classified as lifetime or non-permanent by Battelle as applicable, in accordance with the criteria given below.  All D&D records shall be considered in the lifetime classification unless otherwise designated.

17.4.7.1
Lifetime records are those that meet one or more of the following criteria:

a.
Those that would be of significant value in demon​strating capability for safe operation
b.
Those that would be of significant value in main​taining, reworking, repairing, replacing, or modifying an item
c.
Those that would be of significant value in deter​mining the cause of an accident or malfunction of an item
d.
Those that provide required baseline data for in-service inspections
e.
Those that provide a basis for declaring the decon​taminated facility acceptable for uncontrolled use
f.
Those that provide D&D data, supporting documents to the data, and documents thatprovide traceability and validity to the data.

17.4.7.2
Lifetime records are required to be maintained by or for the facility owner for the life of the particular item while it is installed in the facility or stored for future use.

17.4.7.3
Non-permanent records are those required to show evidence that an activity was performed in accordance with the applicable requirements but that need not be retained for the life of the item because they do not meet the criteria for lifetime records.  The retention period, custodian, and storage location for non-permanent records shall be estab​lished in writing and in accordance with regulatory and/or contractual requirements.

17.4.8
Correction

Records may be corrected in accordance with approved written proce​dures or instructions.  Procedures shall include a review of correc​tions by the originating organization.  The correction shall not obliterate the original entry but shall simply be lined through.  The person making the correction shall initial and date near the corrected entry.

17.4.9
Receipt Control

The custodian of records shall be responsible for receiving records and for providing protection from loss or damage during the time that records are in his/her possession. The custodian shall be responsible for organizing and implementing a system of receipt control of records for permanent and temporary storage.  The receipt control system shall include the following:

17.4.9.1
Identification of the designated organization responsible for receipt control
17.4.9.2
A method for designating the required records
17.4.9.3
A method for identifying records received
17.4.9.4
Procedures for receipt and inspection of incoming records
17.4.9.5
A method for maintaining current and accurate assessment of the status of records during the receiving process
17.4.9.6
A method for submittal of completed records to the storage facility without unnecessary delay.

17.4.10  Storage Requirements

Final storage, preservation, and safekeeping of quality records shall meet the requirements of this section.  Prior to storage of records, a written storage procedure shall be prepared and responsibility assigned for enforcing the requirements of that procedure.  The procedure shall include
17.4.10.1
A description of the storage facility
17.4.10.2
The filing system to be used
17.4.10.3
A method for verifying that the records received are legible
17.4.10.4
A method of verifying that the records are those designated
17.4.10.5
The rules governing access to and control of the file
17.4.10.6
A method for maintaining control of and accountability for records removed from the storage facility
17.4.10.7
A method for filing supplemental and/or corrected infor​mation and disposing of superseded records.

17.4.11  Storage Method

All quality records shall be stored in a dual storage system in accordance with implementing procedures/instructions.

17.4.11.1
Provisions shall be made in storage facilities to prevent records damage from moisture, temperature, and pressure.

17.4.11.2
All quality records shall be firmly attached with binder clips or placed in folders for secure storage in steel file cabinets or on shelving in containers.

17.4.11.3
Provisions shall be made for special processed records such as radiographs, photographs, negatives, microform, and magnetic media to prevent damage from excessive light, pressure, electromagnetic fields, temperature, and humidity.

17.4.12  Authorized Personnel

Measures shall be established to preclude the entry of unauthorized personnel into the records storage area.  These measures shall guard against larceny and vandalism.

17.4.13  Damaged Records

Measures shall be established to provide for replacement, restora​tion, or substitution of lost or damaged records.  If replacement or restoration of lost or damaged records is not practical, action should be taken to assure the quality of items or activities affecting quality, e.g., reexamination or investigation by alternate means.

17.4.14  Storage Facilities

17.4.14.1
All records shall be stored in facilities constructed and maintained in a manner that minimizes the risk of damage or destruction from natural disasters such as winds, flood, or fires; environmental con​ditions such as high or low temperatures or humidity; and infesta​tion of insects, mold, or rodents.  Records shall be controlled and maintained in dual storage facilities.

17.4.14.2
The dual storage facilities for each record shall be at locations sufficiently remote from each other to eliminate the chance of expo​sure to a simultaneous hazard.  The specific location of permanent record storage shall be specified in appropriate plans and procedures.

17.4.15  Information Retrieval

Storage systems shall provide for retrieval of information in accor​dance with planned retrieval times based upon the record type.  A list shall be maintained designating those personnel who shall have access to the file.  Records maintained by a subcontractor/supplier, at his facility or other location, shall be accessible to Battelle and DDO staff.

17.4.16  Disposition

17.4.16.1
Records accumulated at various locations, prior to transfer, shall be made accessible to Battelle.  The Records Manager shall inventory the submittals, acknowledge receipt, and process these records in accordance with the DDO records system process.

17.4.16.2
A subcontractor’s or supplier’s non-permanent records shall not be disposed of until the applicable conditions listed in (a) through (e) below are satisfied:

(a)
Items are released for shipment, a Code Data Report is signed, or a Code Symbol Stamp is affixed.
(b)
Regulatory requirements are satisfied.
(c)
Operational status permits.
(d)
Warranty consideration is satisfied.
(e)
DDO procurement requirements are satisfied.
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