QSE 6 - Documents and Records

Key Concepts

This QSE focuses on the need to maintain all documents and records in a
manner that ensures their confidentiality, traceability, completeness, uni-
formity, and ability to be retrieved and located in a time deemed adequate.
This QSE also includes the need to ensure data integrity and that all data
can be backed up and retrieved.

Key Terms

Backup: Digital data and/or physical storage containing copies of relevant
data.

Confidentiality: The protection of private, sensitive, or trusted information
resources from unauthorized access or disclosure.

Data Integrity: The accuracy, completeness, and consistency of informa-
tion resources.

Document (noun): Written or electronically generated information and
work instructions. Examples of documents include quality manuals, proce-
dures, or forms.

Document (verb): To capture information through writing or electronic
media.

Label: An inscription affixed or attached to a product for identification.

Labeling: Information that is required or selected to accompany a product,
which may include content, identification, description of processes, stor-
age requirements, expiration date, cautionary statements, or indications
for use.

Master List of Documents: A reference list, record, or repository of an
organization’s policies, processes, procedures, forms, and labels related to
the RT Standards, including information for document control.
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Record (noun): Information captured in writing or through electronically
generated media that provides objective evidence of activities that have
been performed or results that have been achieved, such as test records
or audit results. Records do not exist until the activity has been performed
and documented.

Record (verb): To capture information for use in records through writing
or electronic media.

Examples of Objective Evidence

 Policies, processes, and procedures related to this chapter.

» Records of activities performed.

« Record system.

+ Master list of documents.

» An electronic record system, if applicable.

+ Uniform storage media and ability to track newer technologies to
older ones as needed.

+ Evidence of document and record review.

 Evidence of standardized formats for all documents and records.

+ Record retention periods.

+ Record traceability.

« Data backup plans.

» Record change process.

» Obsolescence of records and disposition.

* Record destruction.
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6.0

6.1

6. Documents and Records

Documents and Records
The organization shall ensure that documents and records are cre-
ated, stored, and archived in accordance with record retention pol-

icies.

Document Control

The organization shall control all documents that relate to the
requirements of these R7 Standards. Documents shall be pro-
tected from unauthorized access and accidental or unautho-
rized modification, deletion, or destruction.

6.1.1 Format
Documents shall be in standardized formats. Additional
policies, processes, and procedures (such as those in
an operator’s manual or published in the AABB 7echni-
cal Manual) may be incorporated by reference.

6.1.2 Document Review, Approval, and Distribution
The document control process shall ensure that docu-

ments:

1) Are reviewed by personnel trained and/or quali-
fied in the subject area.

2)  Are approved by an authorized individual.

3) Are identified with the current version and effec-
tive date.

4)  Are available at all locations where operations
covered by these RT Standards are performed.

5)  Are not used when deemed invalid or obsolete.

6) Are identified as archived or obsolete when

appropriate.
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6.1.3

6.1.3

6.1.4

6.1.5

6.1.6

6.1.7

6.1.8

Document Changes
Changes to documents shall be reviewed and
approved by an authorized individual.

6.1.3.1 The organization shall track changes to docu-

ments.

Master List of Documents

The organization shall maintain complete lists of all
active policies, processes, procedures, labels, forms,
and other documents that relate to the requirements of
these RT Standards.

Review of Policies, Processes, and Procedures
Review of each policy, process, and procedure shall be
performed by an authorized individual at a minimum of
every 2 years.

6.1.5.1 Review and approval by the laboratory director of

new and revised technical documents before
use.

Document Retention
The organization shall determine which documents
shall be archived, destroyed, or made obsolete.

Document Storage

Documents shall be stored in a manner that preserves
integrity and legibility; protects from accidental or
unauthorized access, loss, destruction, or modifica-
tion; and ensures accessibility and retrievability.

Document Retrieval
The organization shall ensure that documents are
retrievable in a timely manner.
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6.2.2

6.2

6.1.9  The organization shall use only current and valid docu-
ments. Applicable documents shall be available at all
locations where activities essential to meeting the
requirements of these RT Standards are performed.

Record Control

The organization shall maintain a system for identification, col-
lection, indexing, accessing, filing, storage, maintenance, and
disposition of original records.

6.2.1 Records
Records shall be complete, retrievable in a period
appropriate to the circumstances, and protected from
accidental or unauthorized destruction or modification.

6.2.1.1

The record system shall make it possible to trace
any relationship test report or relationship testing
service from its source to final disposition and to
review the records applying to the specific relation-
ship test report or relationship testing service.

6.2.2  Record Traceability
The records system shall ensure traceability of:

1)
2)
3)
4)
5)
6)
7)
8)
9)

Critical activities performed.

The individual who performed the activity.

Date the activity was performed.

Time the activity was performed, if applicable.
Results obtained.

Method(s) used.

Equipment used.

Critical materials used.

The organization where the activity was per-
formed.
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