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	CYPRUS ORGANIZATION FOR THE PROMOTION OF QUALITY

	
	CYPRUS ACCREDITATION BODY



PROCEDURE 3a

Accreditation of Laboratories: 
Processing applications-assessment-granting accreditation
Abbreviations
Cyprus Accreditation Body (CYS-CYSAB)

Assessor (AS) 
Assessment Team (AT)

Calibration and Measurement Capability (CMC)

Director (DIR)

Laboratory (LAB)

Lead Assessor (LA)

Management System (MS)

Review Committee (RC)

Technical Assessor (TA)

Technical Expert (TE)

1. Scope

This document describes the procedure for processing applications for accreditation of laboratories for testing or calibration. The Procedure applies to new applications for accreditation. 

The objective of this Procedure is to ensure that accreditation is granted in accordance with the relevant accreditation criteria applying at the time.

2. Responsibilities
The DIR is responsible for the appointment of the LA (F 03a.10).

The LA is responsible for: 
· The appointment of a sufficient number of appropriately qualified ASs, TAs and/ or TEs (F 03a.10) in order to cover the scope of accreditation.

· Creating records for the members of the AT or verifying that existing AT members’ records are adequate and updated according to OP 02. This is documented in Form F 03a.10.
· Informing the LAB on the composition of the AT and achieve the LAB´s acceptance well ahead.
· The provision of all relevant information to the members of the AT, prior to the assessment.
· Drafting the assessment plan in a way to ensure full coverage of the set task (F 03a.17) and seeks the LAB’s acceptance.
· Making sure that applicant CABs as well as ASs/ TAs/ TEs are informed of the pertinent accreditation criteria.
· Preparing and conducting assessment of applicant laboratories, in cooperation with appointed ASs/ TAs/ TEs and in accordance with CYS-CYSAB´s management system and the appropriate accreditation criteria. 
· The AT overall, and all decisions taken by the ASs and TAs/ TEs.

· Monitoring the performance of ASs/ TAs/ TEs. 
· Keeping records of all relevant correspondence related to the application, assessment and granting of accreditation.

· Providing information on the current status of the LAB’s accreditation to appear on the website.

· Reporting nonconformities with CYS-CYSAB´s management system to the Director.
· Informing the Director on any complaints and take part in the handling of them.
The LA is in charge of the AT and responsible for all decisions taken by the AT. The AS, TA and/ or TE is/ are responsible for the assessment of the specific part of the scope covered by their expertise. The AS and/or TE refer to the LA in all matters of the assessment.

3. Process

3.1 General

Applicants are informed by CYS-CYSAB on relevant documents and procedures for accreditation.  Records from all steps of the accreditation process shall be maintained according to Procedure OP 07. 

3.2 Application

The LAB submits to CYS-CYSAB the application (F 03a.01) fully completed. Main aspects addressed therein are the following: 
· Information on the legal status and the location(s) where relevant activities are carried out.
· Qualifications of key staff.
· Scope of the accreditation.
· Procedures (as appropriate).
· Methods (as appropriate).
· Equipment.
· Internal calibrations carried out (in case of a testing laboratory). 

· Information on participation in proficiency testing.
· Limits of capability (such as CMC). 

· Application fees.
· Relationship with larger corporate entities.
· Commitment to continuous compliance with the requirements for accreditation.
· Other relevant documentation/ records.
· Laboratory's commitment through signature by Laboratory Manager or Authorized Person.
The DIR appoints the LA to be responsible for the accreditation process, for the particular application. The LA selects the other members of the AT. The AT consists of a LA, an AS (if appropriate) and a TA or a TE (not in the case of preassessment). The AT must have the appropriate knowledge to deal with the specific assignment. Form F 03a.10 is used for the appointment of the AT.
Within three (3) months, the LA reviews the LAB’s documentation to evaluate compliance with the requirements of the relevant standard. The template F 03a.14 or F 03a.15 is used as appropriate to list all comments referring to the findings of this review (template used only as part of the training of new employees). The LAB is informed on any deficiencies or lack of precision. The LAB may be asked to submit new or supplementary material before an assessment visit to the LAB is agreed. This is expected not to take more than three (3) months. The LA, based on the review of the documented information and in consultation with the DIR, may decide not to proceed with further assessment. In such cases, the results with their justification shall be reported in writing to the LAB.
The LAB is informed in advance on the appointed members of the AT and the organization they belong to, to confirm acceptance or to object for justified reasons e.g. regarding impartiality or any possible conflict of interests.
In case a LAB raises doubt about the impartiality of a member of the AT, CYS-CYSAB investigates the issue and decides whether a replacement is required. The LAB can object to the decision; in such a case, the final decision is taken by the DIR.
When an assessment has been scheduled and the LAB decides not to proceed with it, CYS-CYSAB asks from the LAB to submit the reasons in writing. The assessment shall be carried out within six (6) months from the day of cancelling it. If the LAB cannot manage, the procedure is terminated and it could be reactivated only after a new application is submitted by the LAB. In such cases the applicant shall cover all the inheriting expenses.
Where the initial assessment cannot be conducted in a timely manner, this shall be communicated to the LAB.
3.3 Preassessment
Preassessment is advisable; however, it is upon the LAB to decide accordingly. After the confirmation that the LAB is ready for the next step, the preassessment or the initial assessment, depending on the preference of the LAB, is carried out within two (2) or three (3) months respectively. 
During a preassessment, it is not expected that technical competence issues are thoroughly dealt with. Assessment techniques utilized during preassessment include the combination of on-site assessments and other assessment techniques such as document review, file review and interviewing techniques. In such a visit the main task is to assess the documentation of the implementation of the MS; findings without a classification, are presented to the LAB during the closing meeting.  A detailed report follows within four (4) weeks (F 03a.04). All templates used in initial assessment, except the one describing nonconformities (F 03a.03), the one referring to the Four-Year Period Surveillance Programme (F 03a.16) and the one referring to the handling of nonconformities (F 03a.18) are also used during preassessment.
The LAB informs the LA on the handling of corrective actions taken and, depending on the case, it may be asked to submit relevant documentation. As soon as it is considered that the LAB is ready to undergo an initial assessment, the necessary planning is made by the LA. Normally, the initial assessment is carried out within five (5) months after the preassessment.

If the LAB decides not to proceed with a scheduled initial assessment the same rules as in 3.2 apply.
3.4 Initial Assessment

The LA sets a date and elaborates a schedule (F 03a.17) of the assessment in agreement with the other members of the team and the LAB. The schedule illustrates the allocation of responsibilities to the members of the AT. All information referring to the preparation of the assessment is provided by the LA to the LAB and the members of the AT accordingly preferably one (1) week before the assessment. Relevant records are maintained as provided by Procedure OP 07. It is the responsibility of the LA to make sure that members of the AT have received copies of the valid issue of the relevant Procedures, all templates provided as well as copies of the methods, if available prior to the assessment.
Assessment techniques utilized during initial assessment include the combination of on-site assessments and other assessment techniques such as witnessing of methods as presented in Program for witnessing Form (F 03a.16), document review, file review and interviewing techniques.
With regard to the risks relating to each initial assessment, the following risks are considered and documented in form F 03a.20 when drafting the plan of the visit: 
· Number of locations at which activities are performed, 
· Number of sampling sites,
· The detailed scope of accreditation in each particular case. This refers to the number of methods within each type of test (e.g. chemical, mechanical, microbiological) or calibration, critical tests, tests that are rare (and availability of the TE/ TA), critical equipment. In the case of medical laboratories, a basic criterion is the number of instruments used as well as the in-built techniques /methods.
· The duration for carrying out each method,
· Whether the CAB performs in house and/ or ISO methods,
· External quality control results and participation frequency in external quality control for each test (the latter if available prior to the assessment),
· Whether the CAB performs internal calibration,
· Validation and/ or verification data of the tests (if available prior to the assessment),
· Procedures (if available prior to the assessment),
· Minutes from the internal audit and management review (if available prior to the assessment),
· Any other possible risks.
The above aspects are taken into account to fix the duration of the assessment (man-days) and, when needed, are also discussed with the TAs or TEs to be involved. 

During the initial assessment, the LA ensures an appropriate sampling with respect to staff performing testing/ calibration based on risk considerations, as well as procedures within different parts of the scope so that all parts are covered (F 03a.06 or F 03a.12) as the case may be. During initial assessment, all methods and premises from which key activities are performed shall be witnessed by the TA/ TE (F 03a.16). 
In cases where preassessment has been conducted, the AT shall assess the objective evidence of the corrective actions taken regarding the preassessment findings. If the objective evidence submitted is satisfactory then the LA has the right to decide not to re-assess the whole quality management system.  An initial assessment can be converted to a preassessment during process, if considered necessary and agreed on by the LAB and the LA.
The schedule for the assessment is as follows:
· Opening meeting (presentation of the plan for the assessment).  
· Assessment of the LAB.

· Assessors’ meeting.
· Closing meeting (presentation of findings including confirmation of the accreditation scope between the LAB, the TA or TE and CYSAB).
All objective evidence must be recorded during the assessment on specified forms (see clause 4 - Forms).
In the case of nonconformities, a nonconformity report (F 03a.03) is drafted. During the closing meeting all nonconformities are presented by the LA and accepted by the LAB. The time schedule for their implementation is also agreed with the LAB. In case the LA cannot reach a conclusion about a finding, the LA refers back to CYS-CYSAB for clarification. The LA provides a copy of the nonconformities to the LAB. Observations and findings are also presented to the LAB at the closing meeting.
A final report (F 03a.04) analysing all relevant information and evidence gathered during (and before) the assessment must be elaborated either prior to the closing meeting or within four (4) weeks. 
The LAB has to provide adequate documentation for the implementation of corrective actions within five (5) weeks as from the date of the assessment. During this period, the LAB shall submit to CYS-CYSAB a form fully completed (F03a.18) referring to nonconformities, extent and cause analysis and corrective actions taken and attach the relevant documentation. In the case where nonconformities are not resolved in an efficient way or the proposed extent and cause analysis is inadequate having a risk of recurrence of the non-conformity and the AT continually asks the LAB to submit new documentation, then at the third deposition of corrective actions the LA stops the procedure and directly prepares a report to the RC which will decide accordingly.
In cases where more time is needed for the closing of nonconformities, the time schedule of resolution of nonconformities shall not exceed the three (3) months from the date of the assessment. In case the LAB asks, in a justified way, for an extension, this could be given after an approval by the DIR, provided that the whole time for closing all nonconformities does not exceed five (5) months from the date of the assessment. 
If nonconformities are not resolved in a satisfactory way, an extraordinary assessment can be arranged after the approval of the DIR.
If, even so, the LAB cannot manage, the LA informs the RC and the procedure might be terminated after the decision of the RC and could be reactivated only after a new application is submitted by the LAB.

The assessment checklist form (F 03a.19) is used to document that all steps of the assessment procedure are implemented.  Form F 03a.19 is placed within the file pocket of the CAB concerned.
3.5 Classification of findings 

The findings are classified as follows:
· Major nonconformity:
The absence of or insufficient documentation or failure to implement one or more accreditation requirements in a way that compromises the confidence in the accredited activity and any certificates issued under this activity.
· Minor nonconformity:
A single deviation of small extend from the accreditation requirements or other LAB’s rules or procedures, which does not compromise the confidence in the accredited activity and any issued certificates under this activity.
· Observation:
A finding that does not constitute nonconformity at the time of assessment but can, if no measures are taken, lead to nonconformity in the future.

3.6 Granting accreditation

Within one week from the resolution of all nonconformities, the LA submits a report to the RC with suggestion whether to grant or not accreditation of a CAB.  
Within five (5) weeks, the RC meets to discuss the issue and decides to grant or not to grant the accreditation. The LA informs the LAB about the decision and sends a Certificate of Accreditation to the LAB (F 03a.09) or (F 03a.13). As soon as a LAB is accredited, CYS-CYSAB has to remind it of its rights and responsibilities. In case an application for accreditation is not accepted, the LAB is informed about possibilities for appeals.
Relevant provisions of Procedure OP 05 are implemented. The LA makes publicly available the scope of accreditation of the LAB.
Note: The whole procedure is reflected in the flow chart of Annex I.
4. Forms
Application for laboratory accreditation/ extension of scope according to CYS EN ISO/ IEC 17025 or CYS EN ISO 15189 (F 03a.01)

1Individual report of LA, AS, TA and TE for CYS EN ISO/ IEC 17025 (F 03a.02) Nonconformity report (F 03a.03)

Final report for the assessment of the laboratory (F 03a.04)

1, 2 Notes on findings (F 03a.05)

2Table of the clauses of the Standard being assessed (CYS EN ISO/ IEC 17025) (F 03a.06)

Opening meeting - Attendance list (F 03a.07)
Closing meeting - Attendance list (F 03a.08)

Certificate of Accreditation (CYS EN ISO/ IEC 17025) (F 03a.09)
Appointment of the Assessment Team (F 03a.10)

1Individual report of LA, AS, TA and TE for CYS EN ISO 15189 (F 03a.11)

2Table of the clauses of the Standard being assessed (CYS EN ISO 15189) (F 03a.12)

Certificate of Accreditation (CYS EN ISO 15189) (F 03a.13)

Comments on the documentation accompanying the application (CYS EN ISO/ IEC 17025) (F 03a.14)
Comments on the documentation accompanying the application (CYS EN ISO 15189) (F 03a.15).
Four-Year Period Surveillance Programme (F 03a.16)
Assessment Plan (F 03a.17)

Handling of nonconformities (F 03a.18)

3Assessment checklist (F 03a.19)
Risk Assessment-Initial Assessment (Form F 03a.20)
1 In the case where clauses of the individual report are not sufficiently filled in, Form F 03a.05 shall be used with a clear reference to the appropriate clause of the individual report
2 Optional

3 Optional or when needed

Process Flowchart 
[image: image1.png]







                                 
                                                                                                                

                                                                                                                     
                            

                                                         


                                                 
                    

 





                            

                     


                                                                                                                     

                                                                                                  
                                                                                                  

                          

                                                                   
Application for accreditation (F 03a.01)





Appointment of the LA by the DIR (F 03a.10)





Appointment of the members of the AT by the LA and acceptance by the LAB (F 03a.10)





Preassessment of the LAB within 2 months (voluntary)


-Implementation of Quality Management system


 (F 03a.05, F 03a.07, F 03a.08, F 03a.06 or F 03a.12, F 03a.02 or F 03a.11, F 03a.17)





Review of documentation within 3 months


(F 03a.14 or F 03a.15)





Further documentation is needed within 3 months





Documentation satisfactory?








Yes





Yes





No





Report from the pre assessment within 4 weeks (F 03a.04)





Initial assessment of the LAB within 3 months:


-Implementation of Quality Management system


-Demonstration of competence


(F 03a.05, F 03a.07, F 03a.08, F 03a.06 or F 03a.12, F 03a.02 or F 03a.11, F 03a.17)





Handling of corrective actions for the findings





Pre-assessment to assessment within 5 months





Nonconformities and report from the assessment


(NC at closing meeting, report within 4 weeks)


(F 03a.03. F 03a.04)


























Laboratory receives Certificate of Accreditation (F 03a.09 or F 03a.13)





LAB submits Corrective actions within 5 weeks. Resolve of NC within 3 months or 5 months (extension) (F 03a.18)














Evaluation of corrective actions (visit as appropriate)





Report from LA to RC within 1 week from resolution of all NCs





Further documentation and/ or visit as appropriate





Meeting of the RC within 5 weeks and Decision by RC/ Approval





Not Granting Accreditation            





Granting Accreditation            





The LAB is informed accordingly within 1 week from the RC meeting
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