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1.
Title:
RECEPTION, CONSERVATION AND USE OF REFERENCE MATERIALS AND CERTIFIED REFERENCE MATERIALS

2.
Purpose:
To define the set of procedures and responsibilities undertaken by INSERT LABORATORY ACRONYM for the proper conservation and use of reference materials, in order to ensure the quality of the analytical results.

3.
Scope:
The scope of this procedure extends to the analytical support provided by the INSERT LABORATORY ACRONYM.

4.
Definitions:
Reference Material (RM): Material or substance one or more of whose property values are so well-established that allows its use for the purposes of calibrating an instrument, evaluating the performance of analytical method or assigning related values to a given material.

Certified Reference Material (CRM). A reference material, accompanied by a certificate, one or more of whose property values are certified by a procedure which establishes traceability to an accurate realisation of the unit in which the property is expressed, and for which each certified value is accompanied by an expanded uncertainty at a stated level of confidence.

Radioactive Reference Materials (RRM). Low activity sealed radioactive sources, used for spectrometer energy / resolution calibration purposes.

5.
References:
INSERT LABORATORY ACRONYM.QM.001

6.
Responsibilities:
The INSERT LABORATORY ACRONYM Quality Manager is responsible for the reception and conservation of reference materials. He/she is also responsible for keeping in a record (INSERT LABORATORY ACRONYM.OR.006) the certificates of CRM or specification sheets of the RM. The preparation of sub-samples of RM and CRM for calibration or analytical evaluation purposes is also performed by the INSERT LABORATORY ACRONYM -QM. 

The INSERT LABORATORY ACRONYM -QM is also responsible for keeping the RRM in conditions ensuring the compliance with radiation safety regulations.

In the absence of the INSERT LABORATORY ACRONYM -QM, the Head of  INSERT LABORATORY ACRONYM assumes all the responsibilities of the INSERT LABORATORY ACRONYM -QM in this regard.

7.
Procedure:

7.1
Reception of the reference materials. 

7.1.1
Upon receiving a new reference material, the INSERT LABORATORY ACRONYM -QM assigns it a new consecutive number for laboratory code, and upgrades in the form INSERT LABORATORY ACRONYM.F.006 the specifications of the material. This form is kept as an electronic record in the Microsoft Excel Worksheet INSERT LABORATORY ACRONYM -INV_RM.XLS, and a printed copy is updated in the record INSERT LABORATORY ACRONYM.OR.006 at the end of each trimester.

7.1.2 The INSERT LABORATORY ACRONYM code is marked in the upper right corner of the first page of the certificate of the CRM or in the specification sheet of the RM and it is filed in record INSERT LABORATORY ACRONYM.OR.006.

7.2
Control and use of RM. 

7.2.1
The access to the reference materials is restricted. Only the INSERT LABORATORY ACRONYM QM is entitled to handle these materials. The use of both RM and CRM will be recorded in the worksheet INSERT LABORATORY ACRONYM -INV_RM.xls

7.2.2
The use of RM or CRM is approved by verbal authorization of the L-INSERT LABORATORY ACRONYM.

7.2.3
The INSERT LABORATORY ACRONYM -QM will prepare the required subset of samples from RM and/or CRM according to the specifications for sample preparation. He/she will annotate in the respective sheets (USE_CRM or USE_RM) the details on each operation and update the remained amounts of each material.

7.2.4
At the end of each trimester, the INSERT LABORATORY ACRONYM -QM prints out an updated copy of the inventory of RM and CRM from the Microsoft Excel Worksheet INSERT LABORATORY ACRONYM -INV_RM.XLS. He/she performs an evaluation of the remaining amounts of both RM and CRM, and addresses recommendations to the L-INSERT LABORATORY ACRONYM on the need of acquiring new materials.

7.3
Conservation of RM and CRM. All reference materials are stored in a room under adequate conditions for conservation. 

7.4
Periodic checks of RM. The INSERT LABORATORY ACRONYM ensures the traceability of the obtained results by analyzing CRM as part of the Internal Quality Control. In the event that RM are used for this purpose instead of CRM, the obtained results are compared with the values provided in the RM specifications. Annotations about the interpretation of the results are recorded in INSERT LABORATORY ACRONYM.OR.005. 

7.5
Control and use of RRM. The RRM are stored in a safe and shielded box, together with other sealed radioisotope excitation sources. Whenever a RRM is requested for use, the INSERT LABORATORY ACRONYM -QM annotates the date and name of the person who takes the RRM in form INSERT LABORATORY ACRONYM.F.014, which is filed in record INSERT LABORATORY ACRONYM.OR.021. Upon retrieval of the RRM, annotation indicating its receipt is made in the last columns of form INSERT LABORATORY ACRONYM.F.014.

8.
Records
INSERT LABORATORY ACRONYM.OR.006.




INSERT LABORATORY ACRONYM.OR.021.




INSERT LABORATORY ACRONYM.OR.005.




INSERT LABORATORY ACRONYM -INV_RM.XLS

9.
Appendix:
None 
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