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1.
Title:
WORKING FLOW FOR ANALYTICAL SERVICES

2.
Purpose:
To establish a working flow for the performance of analytical services that ensures the quality system requirements.

3.
Scope:
The scope of this procedure comprises the performance of analytical support based on the use of validated X-ray spectroscopic techniques (XRS).

4.
Definitions:
Control Duplicates. Additional sample duplicates in a given work assignment that are analyzed to assess the precision of the obtained results. Internal control duplicates are selected according to the specifications provided in INSERT LABORATORY ACRONYM.OP.004.

Control Samples. Reference samples that are analyzed periodically to assess the trueness in the performance of the analysis. Internal control samples are included according to the specifications provided in INSERT LABORATORY ACRONYM.OP.004.

Internal Quality Control Group. Group of samples selected for Internal Quality Control comprising the control duplicates, the control samples and blanks.

5.
References:
INSERT LABORATORY ACRONYM.QM.001



INSERT LABORATORY ACRONYM.OP.002



INSERT LABORATORY ACRONYM.OP.003



INSERT LABORATORY ACRONYM.OP.004



INSERT ORGANIZATION'S ACRONYMQAF.002

6.
Responsibilities:
As far as the personnel of the INSERT LABORATORY ACRONYM consist of Specify member’s number, the performance of analytical support will be accepted only when no more than one INSERT LABORATORY ACRONYM member is absent. Responsibilities in case of absence are defined under that assumption.

Leader of the INSERT LABORATORY ACRONYM: 

· Reception of requests for analysis and decision on acceptance.

· Selection of analytical method

· Revision of the reports of results.

· In the absence of Quality Manager: reception, classification, storage of samples; and selection of internal quality control group; and recording associated information

· In the absence of Nuclear Instrumentation Specialist: realization of analysis, preparation of report of results.

Nuclear Instrumentation Specialist: 

· Realization of analysis.

· Preparation of the report of results.

· In the absence of Leader of the INSERT LABORATORY ACRONYM: Reception of requests for analysis and decision on acceptance; selection of analytical method; revision of report of results.

Quality Manager INSERT LABORATORY ACRONYM: 

· Reception, classification, storage of samples.

· Selection of internal quality control group.

· Preparation of samples for analysis.

· Recording information.

Specify other members if necessary

7.
Procedure:


7.1
General

The analytical support of the INSERT LABORATORY ACRONYM is based in the performance of validated analytic techniques. The acceptance of requests implying the use of non-validated techniques implies the method implementation and validation of the required analytical instructions prior to the analysis.

The realization of analytical support is arranged in several steps, which are shown in the flow chart 1 and described in details below:

7.2
Reception of request for analysis.

7.2.1
Upon receiving a new request form (INSERT LABORATORY ACRONYM.F.001-A), the L-INSERT LABORATORY ACRONYM verifies that all of the specifications required in form INSERT LABORATORY ACRONYM.F.001-A are given clearly and unambiguously, and in case of need, establishes contact with the customer to gather missing information or precisions.

7.2.2
Further, the L-INSERT LABORATORY ACRONYM evaluates whether the INSERT LABORATORY ACRONYM has the capability of fulfilling the customer requirements. He/she upgrades the record of work flow of analytical services in INSERT LABORATORY ACRONYM.OR.002.

7.2.3
The L-INSERT LABORATORY ACRONYM forwards the received request form to the Head of the Insert Unit or Department name for clearance. The Head of the Insert Unit or Department name decides which administrative level shall issue the final clearance to accept the request. He/she returns the form INSERT LABORATORY ACRONYM.F.001-A to the L-INSERT LABORATORY ACRONYM with stated clearance or refusal.

7.3
Acceptance of request for analysis.

7.3.1
Upon receiving the approved or rejected clearance in request form (INSERT LABORATORY ACRONYM.F.001-A), the L-INSERT LABORATORY ACRONYM prepares the Request Acceptance Form (INSERT LABORATORY ACRONYM.F.001-B) and sends it to the customer, together with the sample specification list form (INSERT LABORATORY ACRONYM.F.001-C). He/she files a copy of the form INSERT LABORATORY ACRONYM.F.001-B in record INSERT LABORATORY ACRONYM.OR.001 and upgrades the record of work flow of analytical services in INSERT LABORATORY ACRONYM.OR.002.

7.3.2
In the event that the request is not accepted, the L-INSERT LABORATORY ACRONYM informs to the customer on such decision.

7.4
Reception of the samples.

7.4.1
Once the samples are received from the customer, the L-INSERT LABORATORY ACRONYM decides which of the analytical instructions shall be applied and makes the proper annotation in a blank work assignment information form (INSERT LABORATORY ACRONYM.F.003) and files the received request in record INSERT LABORATORY ACRONYM.OR.001. Samples and form INSERT LABORATORY ACRONYM.F.003 are transferred to the INSERT LABORATORY ACRONYM Quality Manager. He/she upgrades the record of work flow of analytical services in INSERT LABORATORY ACRONYM.OR.002.

7.5
Sample classification, storage and preparation.

7.5.1
The QM files the sample specification list (INSERT LABORATORY ACRONYM.F.001-C) in record INSERT LABORATORY ACRONYM.OR.001). He inspects that all the samples correspond to the specifications provided in both forms INSERT LABORATORY ACRONYM.F.001-A and C.
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Figure 1. Flow chart of the analytical services work.

ILA* means INSERT LABORATORY ACRONYM

IOA*means INSERT ORGANIZATION’S ACRONYM

7.5.2
The QM selects the control group for IQC following the instructions provided in INSERT LABORATORY ACRONYM.OP.004. He/she adds the identification of these samples to the list in form INSERT LABORATORY ACRONYM.F.005 and assigns to all of the samples in the run appropriate INSERT LABORATORY ACRONYM code numbers. The format of INSERT LABORATORY ACRONYM code is RSYY-NN, where RS denotes Request of service, YY the year and NN the consecutive number of the Request within the current year. Depending on the analytical instruction specified by the L-INSERT LABORATORY ACRONYM in INSERT LABORATORY ACRONYM.F.003, the QM prepares the set of sub-samples required for the analysis, following the instructions provided in the procedure INSERT LABORATORY ACRONYM.OP.003. The remaining amounts of the samples are transferred to labelled containers and kept under adequate conditions for conservation.

7.5.3
The QM upgrades the record of work flow of analytical services (INSERT LABORATORY ACRONYM.OR.002) and assigns a consecutive number to the new request. He/she fills in the request filed in INSERT LABORATORY ACRONYM.OR.001 the request number (right boxes in the right upper corner) and inscribes the request in the (INSERT LABORATORY ACRONYM.OR.002), stating in this record de date of start of the service and all of the required specifications. He/she transfers the relevant information from the work assignment information form (INSERT LABORATORY ACRONYM.F.003) to the record INSERT LABORATORY ACRONYM.OR.002. He/she fills in a new results of internal quality control form (INSERT LABORATORY ACRONYM.F.005) the list of duplicates, control samples and blanks.

7.6
Transfer of samples to analyst.

7.6.1
The QM delivers the prepared for analysis sub-samples to the Nuclear Instrumentation specialist for further analysis. He upgrades information on the date of transfer in record INSERT LABORATORY ACRONYM.OR.002.

7.7
Realization of the analysis.

7.7.1
The Nuclear Instrumentation Specialist carries out the analysis following the steps described in the analytical instruction corresponding to the method specified in (XRF.F.003).

7.7.2
The Nuclear Instrumentation Specialist fills in the results of the analysis in the work assignment information form (INSERT LABORATORY ACRONYM.F.003) and transfers the results to the INSERT LABORATORY ACRONYM -QM for Internal Quality Control evaluation.

7.8
Realization of internal quality control.

7.8.1
The Quality Manager performs the inspection of the results reported in the work assignment information form, and based on the instructions provided in the operational procedure INSERT LABORATORY ACRONYM.OP.004 he/she evaluates whether the carried out service complies with the Quality System requirements. He/she fills in form INSERT LABORATORY ACRONYM.F.005 the reported results and declares the compliance or not to IQC.

7.8.2
If the carried out service complies with the requirements of the quality control, the Quality Manager annotates “Y” in the record of work flow (INSERT LABORATORY ACRONYM.OR.002). He/she prints out the work assignment form INSERT LABORATORY ACRONYM.F.003 and files it in record INSERT LABORATORY ACRONYM.OR.003 the work assignment form. The QM also completes the information regarding the results of IQC in form INSERT LABORATORY ACRONYM.F.005 and files in record INSERT LABORATORY ACRONYM.OR.005.

7.8.3
If the carried out work assignment does not complies with the requirements of the quality control, the Quality Manager annotates “N” in the record of work flow. The QM also completes the information regarding the results of IQC in form INSERT LABORATORY ACRONYM.F.005, specifying an explanation of the observed departure(s) and files in record INSERT LABORATORY ACRONYM.OR.005. Further, the service will be considered as non-conformity. L-INSERT LABORATORY ACRONYM arranges a meeting with all the staff to find out the causes of the observed departure(s). Further actions follow the instructions provided in the operational procedure INSERT ORGANIZATION'S ACRONYMQAP.005.

7.8.4
After the technical discussion on the causes of the observed departures, remediation actions are addressed. The conclusions are withdrawn and annotated in a non-conformity report (INSERT ORGANIZATION'S ACRONYMQAF.002) and a copy is included in record  INSERT LABORATORY ACRONYM.OR.015. A new run of the services is arranged taking into account the agreed remediation actions. Further, the service continues following the steps from 7.5 until the results of the analysis comply with the internal quality control requirements.

7.9
Preparation of the report of results.

7.9.1
Based in the information from the results of IQC (INSERT LABORATORY ACRONYM.F.005) the specifications on the customer request for analysis form (INSERT LABORATORY ACRONYM.F.001) the Nuclear Instrumentation Specialist prepares the Report of Analysis (INSERT LABORATORY ACRONYM.F.004).

7.9.2
The Nuclear Instrumentation Specialist prints out the amount of required by the customer copies plus one and transfers the copies to the L-INSERT LABORATORY ACRONYM for reviewing. 

7.10
Reporting the results.

7.10.1
The L-INSERT LABORATORY ACRONYM reviews the prepared Report of Results. In case of need, he/she corrects any mistakes or imprecision that might still remain, and prints-out the needed copies. After signing and stating the date, he/she transfers the report to the UH-I for final approval.

7.10.11 The L-INSERT LABORATORY ACRONYM upgrades information in the record INSERT LABORATORY ACRONYM.OR.02.

7.11
Sending results to the customer.

7.11.1
The report of results is sent to the customer, in the amount of required by him/her copies. The transmission of the results is made by regular mail. Electronic copies can be sent as PDF files by electronic mail if requested.

8.
Records
INSERT LABORATORY ACRONYM.OR.001




INSERT LABORATORY ACRONYM.OR.002




INSERT LABORATORY ACRONYM.OR.003



INSERT LABORATORY ACRONYM.OR.004



INSERT LABORATORY ACRONYM.OR.005




INSERT LABORATORY ACRONYM.OR.015

9.
Appendix:
None 
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