QM Section 4
Organization and Management
Page 1 of 4


4.0
Organization and Management
4.1
Legal Status

4.1.1_
The State metrology laboratory is authorized under State statute XYZ (NOTE: enter State statute title, number, and/or article number).  NIST HB 130, Uniform Laws and Regulations, Uniform Weights and Measures Law, Section 12, Powers and Duties of the Director, has been adopted by State statute.  Section 12(a), which is specific to State metrology laboratories, states, "The director maintains traceability of the state standards to the national standards in the possession of the National Institute of Standards and Technology" (Revisions to NIST HB 130 will include requirements for accreditation of State metrology laboratories as a demonstration of traceability).

4.2
Organization

4.2.1
The State metrology laboratory is part of the State (NOTE: enter State and department of the State that the laboratory is a part of).  Authority, interrelation, and responsibilities of all laboratory personnel are on file in the form of job descriptions contained in Appendix M and organizational charts provided in Appendix B.  The responsibilities of Quality Manager and Technical Manager are assigned to designated staff as shown in the organizational chart.  

4.3
Responsibility

NOTE: The following is an example of  laboratory personnel responsibilities.  The State laboratories should document the responsibilities of laboratory personnel in this section.

4.3.1
Director

4.3.1.1
The Director is responsible for the overall compliance of the laboratory to this Quality Manual and is the direct supervisor of the State Metrologist.  

4.3.2  Management (Program Manager, however named )

4.3.2.1
The management of the laboratory:

A.
implements and enforces the applicable good laboratory practices described in reference documents;

B.
provides resources, adjusts workloads, and provides training opportunities for laboratory staff to facilitate completion of assigned tasks in a safe work environment consistent with test requirements and personnel capabilities; and

C.
assigns deputies for both the technical and quality managers in the case of an absence.

4.3.3
Technical Manager

4.3.3.1
The technical manager :

A.
is a metrologist who has completed the required level of NIST OWM training as specified in accreditation requirements for the level at which the laboratory maintains accreditation;

B.
is responsible for the overall administrative and technical operations of the laboratory;

C.
specifies and/or approves all methodologies used;

D.
implements good laboratory practices by providing instruction and training as needed, develops work plans and procedures, and requires that these be followed in all day‑to‑day operations;

E.
assigns only competent personnel to complete tests; 

F.
attests, by signature, to the validity of all laboratory tests and reports (a list of Approved Signatories is maintained in the laboratory (see Section 12, Records); and

G.
ensures continued accreditation of the laboratory.

4.3.4
Quality Manager

4.3.4.1
The quality manager :

A.
is a metrologist who has completed the required level of NIST OWM training as specified in accreditation requirements for the level at which the laboratory maintains accreditation;

B.
coordinates internal audits of the laboratory in accordance with Section 5 of this quality manual; 

C.
maintains, analyzes, and updates statistical data and/or control charts; 

D.
participates in available and relevant proficiency tests, round-robins, and/or interlaboratory collaborative studies; 

E.
where necessary, identifies, develops, and implements improvement of the laboratory measurement capability to meet the requirements of NIST, department programs, and laboratory clients; 

F.
maintains the quality manual; and

G.
has direct access to management and to the technical manager.

NOTE:
  Many state laboratories are limited in staff.  These laboratories are often operated by one person or a part-time person.  In these cases, the responsibilities of both technical and quality manager fall on that person.  Special care and precaution must be taken and documented to ensure that the quality system and measurements are not adversely affected by limited laboratory staff.   
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4
Management requirements
4.1
Organization
4.1.1  The laboratory or the organization of which it is part shall be an entity that can be held legally responsible.

4.1.2   It is the responsibility of the laboratory to carry out its testing and calibration activities in such a way as to meet the requirements of this International Standard and to satisfy the needs of the client, the regulatory authorities or organizations providing recognition.

4.1.3  The laboratory management system shall cover work carried out in the laboratory’s permanent facilities, at sites away from its permanent facilities, or in associated temporary or mobile facilities.

4.1.4  If the laboratory is part of an organization performing activities other than testing and/or calibration, the responsibilities of key personnel in the organization that have an involvement or influence on the testing and/or calibration activities of the laboratory shall be defined in order to identify potential conflicts of interest.


NOTE 1  Where a laboratory is part of a larger organization, the organizational arrangements should be such that departments having conflicting interests, such as production, commercial marketing or financing should not adversely influence the laboratory's compliance with the requirements of this International Standard.


NOTE 2  If the laboratory wishes to be recognized as a third-party laboratory, it should be able to demonstrate that it is impartial and that it and its personnel are free from any undue commercial, financial and other pressures which might influence their technical judgement. The third-party testing or calibration laboratory should not engage in any activities that may endanger the trust in its independence of judgement and integrity in relation to its testing or calibration activities. The third-party testing or calibration laboratory or its personnel cannot be the designer, manufacturer, supplier, installer, purchaser, owner, user nor maintainer of the item, material or products they test or calibrate nor the authorized representative of any of these parties.

4.1.5  The laboratory shall

a)
have managerial and technical personnel with the authority and resources needed to carry out their duties and to identify the occurrence of departures from the quality system or from the procedures for performing tests and/or calibrations, and to initiate actions to prevent or minimize such departures (see also 5.2);

b)
have arrangements to ensure that its management and personnel are free from any undue internal and external commercial, financial and other pressures and influences that may adversely affect the quality of their work;

c)
have policies and procedures to ensure the protection of its clients' confidential information and proprietary rights, including procedures for protecting the electronic storage and transmission of results;

d)
have policies and procedures to avoid involvement in any activities that would diminish confidence in its competence, impartiality, judgement or operational integrity;

e)
define the organization and management structure of the laboratory, its place in any parent organization, and the relationships between quality management, technical operations and support services;

f)
specify the responsibility, authority and interrelationships of all personnel who manage, perform or verify work affecting the quality of the tests and/or calibrations;

g)
provide adequate supervision of testing and calibration staff, including trainees, by persons familiar with methods and procedures, purpose of each test and/or calibration, and with the assessment of the test or calibration results;

h)
have technical management which has overall responsibility for the technical operations and the provision of the resources needed to ensure the required quality of laboratory operations;

i)
appoint a member of staff as quality manager (however named) who, irrespective of other duties and responsibilities, shall have defined responsibility and authority for ensuring that the quality system is implemented and followed at all times; the quality manager shall have direct access to the highest level of management at which decisions are made on laboratory policy or resources;

j)
appoint deputies for key managerial personnel  (see note).


NOTE  Individuals may have more than one function and it may be impractical to appoint deputies for every function.
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