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1. SCOPE

This procedure specifies the rules for initial accreditation, surveillance, extension and renewal of accreditation of Conformity Assessment Bodies (CAB) as well as the withdrawal of accreditation, suspension of accreditation, and reducing of accreditation.

2. REFERENCES

· ISO/IEC 17011:2017 Conformity assessment - Requirements for the accreditation bodies accrediting conformity assessment bodies

· DAK-PO-02 Policy on assessment

· DAK-PO-03 Policy on DAK’s accreditation activities and criteria
3.  RESPONSIBILITIES

This procedure is applied by DAK’s internal and external personnel involved in accreditation and CABs.
4. GLOSSARY AND ABBREVIATIONS
4.1.
Glossary
For the purposes of this document, the terms and definitions of the standard ISO/IEC 17011:2017 are applied.
4.2.
Abbreviations 
DAK –Kosovo General Accreditation Directorate
GD – General Director of DAK
DADD –Director of Directorate for Accreditation and Development

LA – Lead Assessor

TA – Technical Assessor

A – Assessor

TE - Technical Expert

DMF – Decision Making File

FM – File Manager

5. DESCRIPTION OF THE PROCEDURE 
5.1 Application for accreditation 

To apply for accreditation, CAB must complete the application form: PT-01-F01-1 for Testing Laboratories, PT-01-F01-2 for Calibration Laboratories and PT-01-F01-3 for Inspection Bodies. Relevant data and documents presented by CAB are recorded in the Protocol Book (form PT-01-F02) and a unique identification number is given to the application according to the following identification system:

5.1.1
Identification system of assessment processes

This identification system is applied for all types of CABs and for all assessments mentioned.

Identification of the assessment process: nnn/yyyy/xy

where 

nnn is a serial number of the CAB taken from the CAB Protocol Book which has the following range for each category: 

001 – 299 for testing laboratories,

300 – 399 for calibration laboratories

400 – 599 for medical laboratories

600 – 799 for inspection bodies

800 – 899 for certification bodies 
yyyy is the year of application for initial accreditation or for renewal of accreditation
x is indicating the assessment process, meaning   0 = initial accreditation





            
            1 = annual surveillance assessment







            2 = extraordinary assessment







            3 = scope extension






 
            4 = renewal of accreditation (reassessment)

y is indicating the serial number of the assessment process within the accreditation cycle, starting with 1. For preliminary visit, y=0.  

Each record related to a specific assessment process of the CAB holds the relevant process identification.

Examples:

	088/2019
	CAB 088 applied for initial accreditation in 2019

	088/2019/00
	Initial accreditation process of the CAB 088

	088/2019/11
	First annual surveillance of the CAB 088 in the first accreditation cycle

	088/2019/13
	Third annual surveillance of the CAB 088 in the first accreditation cycle

	088/2019/22
	Second extraordinary surveillance of the CAB 088 in the first accreditation cycle

	088/2019/31
	First scope extension process of the CAB 088 in the first accreditation cycle

	088/2023/41
	CAB 088 applied for second renewal of accreditation in 2023

	088/2023/12
	Second annual surveillance of the CAB 088 in the second accreditation cycle

	088/2023/21
	First extraordinary surveillance of the CAB 088 in the second accreditation cycle

	088/2023/32
	Second scope extension process of the CAB 088 in the second accreditation cycle

	088/2027/42
	CAB 088 applied for second renewal of accreditation in 2027


 5.2 Application and resource review
The FM reviews the application, documents and information submitted by the CAB in order to verify if:
a) all information, documents and required data have been submitted and the application fee was paid,
b) DAK is able to carry out the assessment of the CAB within its own policy (which is within of declared accreditation activities), 

c) DAK has the necessary competence available (assessors and suitable experts), and
d) DAK has the ability to carry out the initial assessment in a timely manner.
The result of the application and resource review is recorded in part B of the application form.
In case if any of the aspect from a) is not fulfilled, the File Manager requires the CAB to submit the missing information/documents within five (5) working days.
In case if any of the aspect from b) to d) is not fulfilled, or if the CAB provided false or concealed information, the File Manager addresses the issue through e-mail to DADD requesting his/her involvement for solving the problem. 
In case if it is not possible to fulfil any of the above-mentioned aspects, the GD decides on rejecting the application meanwhile the File Manager through e-mail informs the CAB that the application is not accepted and the reasons for not acceptance.  

If all the above-mentioned aspects are fulfilled, the application is accepted, and the accreditation process continues.

5.3 Appointment of the assessment team, cost estimate and accreditation contract
After application is accepted, the File Manager through an e-mail requests to DADD to appoint an assessment team. The members of the assessment team are chosen by DADD from the List of DAK’s assessment personnel (MC-01-Annex 6) to cover the activities that the CAB is seeking for accreditation. 
The assessment team consist of a lead assessor (acting as team leader) and a suitable number of technical assessors and/or technical experts having the appropriate knowledge of the specific scope of accreditation. The assessment team may also include assessor(s) to assist the lead assessor and/or work with the technical expert(s). In case of an organization with multiple CABs, the same lead assessor will be appointed if possible. External assessment person can also be appointed as lead assessor. 
DADD through e-mail informs the File Manager on the composition of the assessment team.
The File Manager informs the CAB on the composition of the assessment team (using form PT-01-F05). by notifying the names of the assessment team members, their position in the team and the organization(s) they belong to. The deadline for the approval of the assessment team by the CAB is three (3) working days. Within these days, the CAB can lodge an objection to the appointment of any particular assessment team member(s) with supporting justification. The justification will be judged by the File Manager together with DADD. If the justification is accepted, the DADD will appoint another lead assessor/assessor/technical assessor/technical expert. In case the CAB does not agree with the assessment team composition for the third time, DAK decides not to continue with the accreditation process and CAB is informed about that by General Director, through the File Manager. 

If the CAB doesn’t respond to the assessment team’s composition within three (3) working days, the accreditation process is terminated. If the accreditation process is terminated, the application form and the documentation of the CAB are archived according to the procedure DAK-PM-02. 
When the assessment team is approved by the CAB, the File Manager formally notifies every member of the assessment team of his/her assignment and the date of the first assessment team meeting at DAK. In this meeting the assessment team members shall declare if there are any conflicts of interest with the CAB under assessment, sign the Statement on confidentiality, impartiality and conflict of interest, (form PT-02-F04), and the application and the assessment of the CAB are discussed (e.g. preparation of assessment plan).
The File Manager prepares a cost estimate (form PT-01-F03-01) for the assessment in accordance with the Administrative Instruction (MTI) No. 03/2018 and sends it to the CAB. The cost estimate includes the cost of the preliminary visit, the assessment and the issuance of certificate. 
The deadline for the approval of the cost estimate by the CAB is three (3) working days. If the CAB doesn’t approve the cost estimate within three (3) working days, the accreditation process is terminated. In such case, the application form and the documentation of the CAB are archived according to the procedure DAK-PM-02. 

If the CAB agrees with the cost estimate, the accreditation contract (form PT-01-F03) is prepared by the File Manager then signed by CAB and DAK, and the CAB shall pay the fees according to the accreditation contract within five (5) working days.
5.4 Preliminary visit

On the request of the CAB, DAK may organize a preliminary visit.   The purpose of the preliminary visit is to clarify some aspects of the application and/or the documents submitted by the CAB and to assess that the essential requirements of the accreditation standards are applicable, and the CAB is ready for the assessment. During the preliminary visit the lead assessor exercises due care to avoid consultancy. The lead assessor through e-mail informs the CAB on the planned preliminary visit by specifying the date and the purpose of visit and requests confirmation from the CAB. 
The Lead Assessor reports on all deficiencies and results found during the preliminary visit (form PT-01-F04) and sends it to the CAB. 
If during the preliminary visit are identified major deficiencies in the operation of the applicant CAB, the lead assessor in consultation with the DADD may propose to terminate the accreditation process. The decision on termination of the accreditation process is made by the GD, and CAB is informed about the decision by the File Manager.  
If the found deficiencies are not major, the CAB must solve them within one (1) month before the accreditation process continues.
5.5 Review of documented information
The assessment team conducts a preliminary review of the documents and data submitted by the CAB, shares the responsibilities among the members and each member provides with copy/scan of relevant documents. All members of the assessment team must inform the Lead Assessor with their findings (form PT-01-F06-1). The findings shall be classified according to DAK policy on assessment (DAK-PO-02). 
The Lead Assessor through e-mail informs DAK about findings of the assessment team (PT-01-F06) and the FM sends it to the CAB. In case of nonconformities, the CAB is requested to eliminate them and to send the revised documentation to DAK within fifteen (15) working days.  
In case the CAB does not send the revised documentation within the set deadline, the accreditation process will be terminated. 
In case the CAB eliminates the nonconformities within the deadline, the assessment team evaluate that the requirements of the applicable standard are fulfilled. The Lead Assessor may propose not to proceed with further assessment based on the review of the information’s documents made by the assessment team. 
In both cases the decision on termination of the accreditation process is made by the GD, while the CAB through e-mail is informed about the decision with justification by Lead Assessor. When the accreditation process is terminated, it can be resumed only by a new application submitted by CAB.
5.6 Preparation for assessment 

For the preparation of the assessment, the assessment team meets at DAK office when the Lead Assessor in consultation with other assessment members prepares the assessment plan (form PT-01-F07). The assessment plan covers the activities to be assessed, sample of locations and personnel to be assessed, the assessment techniques applied including witnessing tests/calibrations/inspections (carried out at CAB’s premises or at CAB’s client premises) taking into account the DAK policy on assessment (DAK-PO-02).
The FM through e-mail sends the assessment plan to the CAB within five (5) working days in advance of the date of assessment.
5.7 Assessment
5.7.1 Opening the meeting with the management of the CAB 

The opening meeting is organized right at the beginning of the on-site assessment and chaired by the Lead Assessor. The purpose of the opening meeting is to allow the representatives of the CAB to get acquainted with all members of the assessment team, to clarify any misunderstandings regarding the objectives of and procedures for the assessment, objectives, assessment procedures and to specify what is expected from the CAB.
Lead Assessor should:
· present the assessment team

· explain the objectives of the assessment, the procedures that will be followed, and the task of each team member

· confirm the accreditation requirements (standards and related documents) that will form the base for the assessment
· confirm the scope for assessment

· outline the assessment plan and confirm that a representative of the CAB has been appointed to accompany each assessor throughout the visit
· remind the CAB that it is their responsibility to demonstrate that it complies with the accreditation requirements

· explain that during the assessment there might be potential changes in the assessment plan

· reiterate that any information gathered during the assessment will be treated with the utmost confidentiality

· confirm practical arrangements (room available to the team for meetings, hours of work, meal breaks etc) 

· remind those present that they may ask any questions which they consider to be necessary

· announce the agenda for the final meeting. 
Presentation by the CAB to introduce itself and its representatives and the structure of its management system.
The participant’s list is signed during the opening meeting (form PT-01-F08).
5.7.2 Assessment of the CAB’s management system and technical competence 

The evaluation of the way in which the CAB works constitutes the most important part of the assessment. During the assessment should:
· the members of the assessment team to evaluate the competence of the applicant in relation to the accreditation requirements; 
· in order to increase efficiency, the assessment team members work independently, according to the tasks they have been assigned. However, the technical experts are always accompanied and assisted by the Lead Assessor, an Assessor or a Technical Assessor.
· the CAB’s management system and its implementation against the applicable accreditation standard(s) is carried out by the Lead Assessor on the basis of the CAB’s documentation through discussion with the CAB’s Quality Manager and, where appropriate, any other members of management and/or personnel. It is not the task of the Lead Assessor to go into technical details, but he/she will collect information whenever necessary by checking locations and making direct contact with the personnel.
· Technical assessor(s) or experts perform the assessment of CAB’s activities within the requested scope of accreditation.

Evaluation of the CAB’s management system and technical competence against the applicable accreditation standard(s) will be carried out through the following assessment techniques: 
· Witnessing of actual activities within the scope according to DAK policy on assessment (DAK-PO-02);
· Review of performance in PT/ILC

· Interviewing personnel;

· Verification of data/records of management system;
· Verification of technical records (file review);

· Verification of personnel records.  
The findings collected by the members of the assessment team will be both factual and objective and will refer to the relevant accreditation requirements.
The assessment team complete the applicable forms: 
· Assessment reports according to the standard requirements (form PT-01-F10-1 for testing and calibration laboratories and PT-01-F10-2 for inspection bodies); 

· Nonconformity form, form PT-01-F09. 

5.7.3 Internal meetings of assessment team
During the evaluation, whenever he/she considers it necessary for an efficient evaluation, the Lead Assessor will consult with the assessment team in order to coordinate the activities. The purpose of such internal meetings is to exchange information, compare observations, modify the assessment programme where necessary and report on the progress of the evaluation procedures. In particular, the Lead Assessor may draw the attention of the technical assessors and experts to certain aspects of the general procedures which should be considered. 
At the end of the evaluation before the closing meeting an internal meeting is always held to discuss the findings, if any. Each assessor, for the part of the assessment he/she has been appointed for, is responsible for the formulation and the classification of his/her nonconformities according to DAK policy on assessment (DAK-PO-02). In case of diverging opinions between the assessment team members in connection with formulation and classification proposed by the concerned assessor, the Lead Assessor may feel necessary to make a comment in his/her report, to the attention of the Accreditation Council. In these cases, DAK may consult the technical issue with the relevant Technical Committee. 
5.7.4 Closing meeting 
A closing meeting will be held between the assessment team and the representatives of the CAB after each assessment day or at the end of the assessment. The presence of the CAB’s management, or spokesperson appointed to act on their behalf is necessary. In the closing meeting the Lead Assessor represents the technical assessor and experts in their absence.  
The closing meeting is chaired by the Lead Assessor who:  

· presents a summary of the identified positive findings and nonconformities;
· The Lead Assessor invite each Expert/Technical Assessor who is present to comment on the points which are utmost important to them;
· summarises the measures accepted by the CAB and the assessment team regarding the presentation of the scope of accreditation;  

· give the CAB the opportunity to make comments regarding the way in which the assessment was carried out and to request any necessary clarification. 
Each Technical Assessor/expert presents in writing his/her type A and B (form PT-01-F09 Part a) and the Lead Assessor invites the CAB to sign it. 
The Lead Assessor will detail the next stages in the procedure: 

· the obligation for the CAB to reply to all type A and type B nonconformities and submit the corrective actions within 3 months; 

· the opportunity for the members of the assessment team, after evaluation of the CAB’s response, to require only once the CAB to clarify or complement its corrective actions;  

· the opportunity for any member of the assessment team to have a complementary assessment visit, in order to verify that the corrective actions have been implemented by the CAB. 
Lead Assessor ensures that the list of participants is signed by all participants (PT-01-F08).
5.8 Reporting

Within five (5) working days from the assessment, the Lead Assessor shall provide the FM with all the completed documentation used for the assessment as well as the assessment report according to the CAB type:
· Assessment report for testing or calibration laboratories (PT-01-F10-1), 
· Assessment report for inspection bodies (PT-01-F10-2).

The assessment report presents the views of the entire assessment team.  It is the responsibility of the Lead Assessor to compile the assessment report covering the evaluation of the management system and its operation as well as any technical aspects. The specific reports of Technical Assessors/experts will be attached, and these will form an integral part of the assessment report. The Lead Assessor is responsible for the consistency of the different parts of the assessment report and of findings.
The FM sends the assessment report to the DADD for verification of compliance with the accreditation procedure requirements. If addition/changes are necessary, the Lead Assessor is asked to amend the assessment report within three (3) working days. 
The FM sends the assessment report to the CAB. The CAB has the right to send remarks and suggestions about the report within three (3) working days. The Lead Assessor decides on whether to include the remarks and/or suggestions of the CAB in the assessment report. 
5.9 Follow-up assessment

The deadline for implementation of corrective actions in response to nonconformities raised during the assessment is three (3) months from the date of the closing meeting. 
CAB reports on the completion of the corrective actions in the nonconformity report (form PT-01-F09 part b) and sends it along with the supporting evidence to the Lead Assessor by e-mail.
The Lead Assessor, in cooperation with the assessment team members assesses if the corrective actions were adequate and the CAB effectively implemented them in order to resolve the nonconformities. If the CAB’s responses were found not to be sufficient, the Lead Assessor can request the CAB to provide further information within five (5) working days.

Depending on the nonconformity, the Lead Assessor decides where to carry out the above-mentioned follow-up assessment:

· at DAK office or

· at CAB’s premises.

For the closing of the nonconformities used the form PT-01-F09 part c.
If the CAB is not able to provide the necessary evidences or the corrective actions for nonconformities, the Assessment Team proposes:

· reducing of the scope of accreditation affected by the nonconformities, for CAB under initial accreditation;

· suspension of the scope of accreditation affected by the nonconformities, for an accredited CAB. 
In case of a suspension, if the CAB does not eliminate the nonconformity until the suspension period expires, the accreditation of the CAB shall be:
· reduced (for part of the scope of accreditation affected by the nonconformity). In this case the accreditation for the scope affected by reduction can only be reinstated by submitting a new application for extension of accreditation by the accredited CAB.
· withdrawn (if the entire system is affected by the nonconformity). In this case the accreditation can only be reinstated by submitting a new application.

When all nonconformities are resolved, the Lead Assessor sends the corresponding records to the FM, who prepares the Summary of accreditation process (form PT-01-F11) and compiles the decision-making file (DMF). 

The DMF contains, as a minimum, those documents:

· unique identification of the CAB;

· application form for accreditation; 

· assessment team composition;

· date(s) and type(s) of assessments;

· assessment plan;

· assessment reports including nonconformities, required corrective actions and evidence of their implementation;
· statement on the adequacy of the organization and procedures adopted by the CAB to give confidence in its competence and fulfilment of the accreditation requirements;
· draft of the annex to the accreditation certificate with the scope of accreditation;
· summary report of accreditation process (PT-01-F11);

· any further information that may assist in determining the competence of the CAB.
File Manager informs the GD about the DMF. 
5.10 Decision-making and accreditation information
GD according to the Regulation (MTI) No. 04/2017 on Accreditation Council appoints and notifies the members of AC at least five (5) working days before the meeting. At the same time, the File Manager sends the DMF to the Accreditation Council for review and making recommendation on accreditation.
During the meeting, the Accreditation Council reviews the DMF according to Regulation (MTI) No. 04/2017 and makes a recommendation to the GD by using the form PT-01-F12.  The recommendation can be
a) positive

· granting accreditation for the full scope requested by the CAB

· granting accreditation for a part of the scope requested by the CAB

b) negative: rejecting accreditation.
The GD, within five (5) working days, after having reviewed the DMF and based on the recommendation of the Accreditation Council, makes the decision on accreditation (form PT-01-F13).  Accreditation is valid for a period of four years. 
In the absent of the GD, the QM makes decision on the accreditation, ensuring that conflicts of interest are avoided.
If the decision is positive, the FM prepares the accreditation certificate according to DAK instruction for the preparation of the certificate (DAK–I-01).  The GD sings the decision (form PT-01-F14) and Accreditation Certificate (form I-01-F01). Then GD sends the DMF to the FM. 

The accreditation certificate identifies (I-01-F01)

· identification of DAK and its logo

· name of accredited CAB and the name of the legal entity, if different

· scope of accreditation (in the Annex to the accreditation certificate)

· locations of the accredited CAB

· unique identification of the accredited CAB

· effective date of accreditation (date of the decision made by the GD)
· expiry date of accreditation

· statement of conformity and reference to the international standard used for the assessment of the CAB.
The scope of accreditation in the certificate’s annex includes:

a) Testing laboratories (according to I-01-F02-1)

· materials/tested products
· components, parameters or tested characteristic 

· tests or types of performed tests
· techniques, methods and/or used equipment when it is appropriate.

b) Calibration laboratories (according to I-01-F02-2)

· measurements or reference materials

· calibration or measurement method or procedures
· type of instrument or material which have to be calibrated or measured

· measurement range and additional parameters, where applicable

· measurement uncertainty

c) Inspection bodies (according to I-01-F02-3)

· type of inspection body (type A, B or C)

· inspection scheme, where relevant 
· field and range of inspection 

· regulations, inspection methods, standards and/or specifications which containing the requirements against which the inspection must be carried out, as applicable.

CAB is informed about the accreditation decision by the FM. The FM requires from the CAB to make the final payment according to the accreditation contract before accreditation documents are delivered.
The following documents are delivered to the CAB:

· Accreditation decision signed by GD (form PT-01-F14);

· Accreditation certificate (form I-01-F01) including the annex with the scope of accreditation (I-01-F02); 

· Accreditation symbol;

· Assessment programme (form PT-01-F16).   

If the decision is negative, the CAB is informed by the File Manager, in a letter signed by the GD, on the rejection of accreditation including justification, and informed of its right to appeal against the decision within sixty (60) days. 
The File Manager archives the complete accreditation file according to the DAK procedure for records control (DAK-PM-02). 

DAK publishes information on accredited CAB in the list of accredited entities on DAK webpage.

5.11 Accreditation cycle and assessment programme

The accreditation cycle begins at the date of the decision by the GD for granting initial accreditation or at the date of decision for re-accreditation and lasts for 4 (four) years or until a decision on withdrawal of  accreditation.
Taking into account the accreditation scope and the accreditation period, the  FM in cooperation with the Lead Assessor prepares an assessment programme (surveillance) for the CAB (PT-01-F16) that defines all assessment activities to be performed in the upcoming accreditation cycle. The programme includes surveillances (see chapter 5.12) and assessment of renewal of accreditation (see chapter 5.13).  
The assessment programme shall ensure that during the accreditation cycle
· CAB activities representing the scope of accreditation at the relevant location(s), and
· the requirements of the accreditation standards and other normative documents 

are assessed taking risk into consideration.

When preparing the assessment programme, factors such as knowledge obtained by DAK about the CAB’s management system, activities and performance are considered. All aspects of the management system will be evaluated, at least once between two reassessments. The technical competence of the accredited CAB need not necessarily be evaluated by each surveillance in all sectors of activities covered by accreditation.  However, the sampling of activities for the technical competence should be such as to allow to cover the full scope of accreditation of during the accreditation cycle.
5.12 Surveillance  

The term surveillance means each activity carried out by DAK at any time between the initial assessment and reassessment or between two reassessments, to ensure that accredited CAB continue to comply with the accreditation requirements.      
Surveillance is usually carried out at regular intervals, with on-site evaluations of both organisational and technical aspects. However, other evaluation techniques can also be used by DAK. The organisational and technical aspects, such as the assessment techniques are defined taken into consideration of the risk-based approach.
During the four (4) year accreditation cycle DAK carries out three (3) surveillances. DAK performs the first surveillance no later than twelve (12) months after the initial accreditation was granted then carries out subsequent surveillances every year. 
At least two (2) months before the date of surveillance visit date, the FM sends to the accredited CAB a questionnaire (PT-01-F17) intended to determine if the CAB hade any major organisational or other changes and whether an extension of the scope of accreditation should be considered. 
The CAB shall reply within fifteen (15) working days. Without reaction of the accredited CAB, the surveillance visit is organised on the basis of the existing information.   

Together with the completed in questionnaire, the accredited CAB is required to provide the documents listed in the questionnaire, which includes a review of the status of implementation and effectiveness of the corrective actions taken for all nonconformities and comments identified during the previous assessment, if any.

The DADD appoints the assessment team that will conduct the surveillance. The composition of the assessment team is usually maintained for the whole accreditation cycle. The assessment team appointed for the surveillance may be reduced as required by the scope of accreditation covered by the surveillance, but it always consists of the Lead Assessor and at least one Technical Assessor/expert. If new member(s) is/are appointed to the assessment team, DAK informs the CAB and asks for its approval. For the objection against the assessment team members the same procedure as in clause 5.4 applies. 
Before each surveillance DAK informs the CAB on the assessment plan and date of the surveillance visit and the cost estimate, in order to receive its approval. 
Surveillance is usually less comprehensive than initial assessment or reassessment, but the evaluation should consider aspects of the management system as well as technical competence in the selected scope of accreditation and including witnessing of actual activities, as defined in the DAK policy on assessment (DAK-PO-02).  
During each surveillance visit, at least the following areas are assessed:

· The effectiveness of the corrective actions taken in response to nonconformities raised during the last DAK visit 

· Changes made to the management system
· Changes within the organization and/or, if applicable, the mother organization

· Changes of key personnel

· Participation in PT/ILC and the results obtained (for laboratories)

· Internal audits 

· Management review
· Complaints and appeals (if applicable);

· Corrective actions

· Reporting 
· Use of DAK accreditation symbol
· Technical activities in the selected scope of accreditation and including witnessing of actual activities.
The reporting on the surveillance visit is the same as for initial assessment visits, see clause 5.8 above. 
The corrective action process for surveillance visit is the same as for initial assessment visits, see clause 5.9, with the exception that the corrective actions shall be implemented within 2 (two) months after the closing meeting. 

When there is no modification to the scope of accreditation, the GD confirms the continuation of accreditation based on the documents provided by the assessment team, using form PT-01-F13. FM informs the CAB on the continuation of accreditation by e-mail.

When there is modification to the scope of accreditation (extension or reduction) or the assessment report records issues which may result in suspending or withdrawing accreditation, the decision-making process is the same as for the initial accreditation, see clause 5.10, i.e. the decision on maintaining accreditation is made by the GD with involvement of the Accreditation Council. 

5.13 Renewal of accreditation 


No later than sex (6) months before the accreditation expires, the accredited CAB shall submit a request for renewal of accreditation to DAK if it wants to continue its accreditation. Upon receiving the request for renewal of accreditation (PT-01-F01), DAK commences with the process of renewal of accreditation (reassessment) which is a similar process as for the initial accreditation (see clauses 5.2-5.9), with the exception that a preliminary visit is not conducted. During the reassessment the information gained from the previous surveillances will be taken into account.
If the re-assessment is carried out by expiry date, then the DAK indicates in the accreditation certificate the date of the first or previous accreditation. 
5.14 Extending accreditation

The CAB can apply for the extension of accreditation at any time during the period of validity of the accreditation certificate. The process for extending accreditation is carried out similarly as the initial accreditation. Usually, the extension assessment is performed with the next scheduled surveillance.

The assessment for extending accreditation is not carried out until the CAB has paid the invoice sent by DAK for the respective assessment.

In the decision-making part the GD, based on the recommendation of the Accreditation Council, may take one of the following decisions:  

· extending of accreditation for the full requested scope;

· extending of accreditation for a part of the requested scope (partial extension); 

· not granting the extending of accreditation. 

The GD informs the CAB in writing on the decision, through the FM. In case of a negative decision (not granting or partial extension), the CAB shall also be informed on the justification and it is informed of its right to appeal against the decision within sixty (60) days. 

Granting an extension of the accreditation results in the scope of accreditation (Annex) being revised but the validity date of the accreditation and the assessment programme are not affected.  

5.15 Extraordinary surveillance 
DAK may conduct extraordinary surveillance (unscheduled) in cases when significant aspects of the accredited CAB’s management have been changed (legal status, location, resources etc.) and/or the continuity of the fulfilment of the requirements of the applicable accreditation standard(s) and/or normative documents is suspected to be breached.

Extraordinary surveillance may be carried out in the following situations: 

· changes in the CAB’s legal entity status, 

· changes of the CAB’s organizational structure or within its mother organization, 
· changes in human resources and premises;

· changes of the scope of accreditation, 
· complaints from authorities, clients, users, etc.
Depending on the specific characteristic of the case submitted, DAK initiate extraordinary surveillance in the same way as the scheduled surveillance (see clause 5.12). 

Following the extraordinary surveillance, depending on the nonconformities found, the assessment team may propose in the assessment report:

· to allow the CAB two (2) months to resolve the nonconformities. In this case the follow-up assessment (see clause 5.9) applies.

· to directly suspend accreditation for a part or the whole scope of accreditation of the CAB. For lifting the suspension, the procedure in clause 5.16.1 applies.

Unless a good reason for doing so is given, an extraordinary surveillance will not affect the normal assessment program (surveillance program).

5.16 Suspending, withdrawing or reducing the accreditation  
5.16.1 Suspending accreditation 

The suspension applies in those cases when the accreditation criteria have not continued to be fulfilled, for all part or just a part of the scope of accreditation, but a return to normal circumstances can be expected.

Suspending accreditation may be: 

a) requested by the CAB due to temporary inability to carry out its activities under accreditation. The CAB may request DAK to suspend totally or partially its accreditation, for a period of maximum 6 months.

b) decided by the GD on the recommendation of the Accreditation Council, for a part or the whole scope of accreditation, for a period of maximum 6 months.

In case a), the CAB shall request the suspension in writing by specifying:         

· the scope of accreditation for which suspension is requested; 

· the situations making the CAB unavailable which lead to failure in meeting the accreditation requirements;

· the corrective measures planned to restore the conditions for accreditation and a schedule for their implementation;
· date when the suspension requested by the CAB is be effective.

After reviewing the documentation that specifies the reasons for the suspending accreditation, the Accreditation Council will recommend to the DG whether or not to accept a suspension and the relevant reasoning.

The recommendation of the Accreditation Council may be:
· in favor of the suspension for a maximum period of six (6) months. In this case, the Accreditation Council recommends the conditions for lifting the suspension and, in particular, whether or not a prior visit will be required.  

or

· recommend a total or partial withdrawal (reduction) specifying criteria that are not fulfilled. In this case the measures referred to the point 5.16.2 apply.
In case b), DAK decides on suspending accreditation, for a part or the whole scope of accreditation, in the following situations:

· CAB doesn’t resolve the nonconformities on time during the surveillance or reassessment as required in DAK’s documents;

· CAB does not allow DAK to perform the surveillance or extraordinary assessment; 

· incorrect or misleading reference to accreditation or misuse of DAK accreditation symbol; 

· not paying the fees as agreed in the accreditation contract; 
· after surveillance or reassessment or during the examination of a complaint (extraordinary assessment), the Accreditation Council forms the opinion that the accreditation conditions are no longer being met, covering the period needed to implement the required corrective measures (normally not more than six (6) months).

The recommendation on suspension of accreditation is made by the Accreditation Council and, based on this recommendation, the GD makes the decision. The CAB is notified on the GD’s decision on suspension in writing through the FM. The notification includes the scope of accreditation for which the suspension was applied and the reasons for suspension, as well as the conditions for lifting the suspension. 

The suspension is published in the List of accredited bodies on DAK’s website.
The CAB can appeal against the decision on suspension according to DAK’s Procedure for appeals (DAK-PT-04). 

During the suspension period 
· the CAB is not allowed to issue any reports or certificates under accreditation and cannot make reference to its accreditation or use the accreditation symbol for the scope which was suspended. 

· the expiry data of the accreditation certificate remains the same; 

· all the contractual obligations of the CAB remain in force;

· the CAB is maintained in the list of accredited bodies on DAK’s website, but marked as suspended;   

· the CAB shall inform its clients that the activities affected by suspension are no longer covered by accreditation. 

The CAB of which accreditation is suspended shall send a request to DAK for lifting the suspension along with appropriate justification of the request. The DADD appoints an assessment team to examine these documents and/or carry out an assessment visit in order to verify that the accreditation conditions have been restored. The assessment visit follows the procedure in clause 5.15.
If the CAB doesn’t send a request to DAK for lifting the suspension or doesn’t send the appropriate justification of the request at the end of the suspension period, the GD decides on reducing the scope of accreditation with the scope affected by suspension, or on withdrawal of accreditation.

Having reviewed the assessment report, the Accreditation Council makes recommendation to the GD on

· lifting the suspension, or

· reducing the scope of accreditation for the scope affected by the suspension, or

· withdrawal of accreditation.
Based on the recommendation of the Accreditation Council, the GD makes decision on lifting suspension. The File Manager informs through email about the GD’s decision on lifting suspension.
If the decision is lifting suspension
· the CAB can start to refer its status as an accredited body;
· the validity period of the accreditation certificate remains the same; 

· DAK removes the reference to partial or full suspension in the list of accredited bodies on DAK’s website. 

If the decision is reducing or withdrawing accreditation, the procedure in clause 5.16.2 is applies.
5.16.2 Reducing or withdrawing accreditation

Reducing accreditation applies when a part of the scope of accreditation is cancelled. Withdrawing accreditation applies when accreditation is cancelled for the full scope. 
Reducing or withdrawing accreditation may be 

a) requested by the CAB, or

b) decided by the GD on the recommendation of the Accreditation Council.
In case a), the CAB shall request the reduction or withdrawal specifying:         

· the scope of accreditation for which the reduction/withdrawal is requested; 
· the circumstances which justify the request;
· the starting date of the reduction/withdrawal.

CAB may request reduction/withdrawal of accreditation at any time.

To confirm the reduction/withdrawal of accreditation, DAK will not make assessment except if is required in exceptional circumstances.

In case of b), DAK decides on withdrawing accreditation in the following situations:

· when CAB does not fulfill any accreditation requirements, as mentioned in the accreditation contract and DAK documents;  

· the CAB could not demonstrate the resolving the situation for which was suspended;

· the accredited CAB intentionally provided false information or concealed information;

· there is evidence of fraudulent behavior of the accredited CAB. 

The recommendation on reducing or withdrawal of accreditation is made by the Accreditation Council and, based on this recommendation, the GD makes the decision. 

In both cases, the FM notifies the CAB in writing about the GD’s decision. The notification includes the reasons for reduction or withdrawal of accreditation and the updated scope of accreditation in case of reduction. The CAB can appeal against the decision on reduction or withdrawal according to DAK’s Procedure for appeals (DAK-PT-04). 
Reduction decision:
· implies an update of the accreditation documents and of the list of accredited bodies on DAK’s website to reflect the actual scope of accreditation;  

· does not impact the assessment program (surveillance program) or the expiry date of the accreditation; 

· does not release the CAB from its other obligations towards DAK for the remaining activities covered by accreditation.
From the date the reduction is effective, the CAB cannot not issue any reports or certificates under accreditation and shall not make reference to its accreditation status or use DAK accreditation symbol for the activities by which the scope of accreditation was reduced.

In order to restore the full scope of accreditation after a reduction, the CAB shall request an extension according to the procedure in clause 5.14.
 Withdrawal decision: 

· the end of the accreditation contract between DAK and the CAB but will not release the CAB from its obligations towards DAK during the accreditation period (if there were any); 

· the immediate removal of the CAB from the list of accredited bodies on DAK’s website; 

In case of withdrawal, CAB is required to return the accreditation certificate to DAK; these shall be replaced by a certificate of limited validity (the date on which the withdrawal comes into force).

In order to restore accreditation after withdrawal, the CAB shall apply for a new accreditation procedure.
From the date the withdrawal is effective, the CAB shall not issue any reports or certificates under accreditation and shall not refer to its accreditation status or use DAK’s accreditation symbol.

The person in charge of maintenance of DAK’s website:

· publishes the updated scope of accreditation in the list of accredited CABs on DAK’s website, following the reduction of accreditation;
· remove the CAB from the list of accredited CABs on DAK’s website, following the withdrawal of accreditation.
5.17 Records and information on CABs

DAK maintain records on accredited CABs to demonstrate that requirements for accreditation have been effectively fulfilled. The records are managed according to DAK procedure on records control, DAK-PM-02. DAK retains the records of the CABs for the current accreditation cycle plus the previous full accreditation cycle.
DAK informs the CABs in advance of the information it intends to place in DAK’s website. Except for information that the CAB makes publicly available, or when agreed between the CAB and DAK, all other information obtained during the accreditation process is considered proprietary information and is regarded as confidential. When DAK is required by law or contractual arrangements to release confidential information, the CAB is, unless prohibited by law, notified of the information provided. 
Information about the CAB obtained from sources other than the CAB (e.g. complainant, regulators) are confidential between the CAB and DAK.  The provider this information is confidential to DAK and is not shared with the CAB, unless agreed by the provider.  

6.  ANNEXES

      N/A
7. RECORDS 

· PT-01-F01-1 Application form for Testing Laboratories 
· PT-01-F01-2 Application form for Calibration Laboratories
· PT-01-F01-3 Application form for Inspection Bodies,
· PT-01-F02 Protocol Book
· PT-01-F03 Accreditation Contract
· PT-01-F03-1 Cost estimate for accreditation, extension and renewal 
· PT-01-F03-2 Cost estimate for surveillance
· PT-01-F04 Notification of preliminary visit conclusions

· PT-01-F05 Notification on team composition and assessment date

· PT-01-F06 Notification of document review conclusions
· PT-01-F06-1 Report on document review
· PT-01-F07 Assessment plan
· PT-01-F08 Opening-closing meeting
· PT-01-F09 Nonconformity form
· PT-01-F10-1 Assessment report for testing and calibration laboratories
· PT-01-F10-2 Assessment report for inspection bodies
· PT-01-F11 Summary of accreditation process

· PT-01-F12 Accredit Council Recommendation
· PT-01-F13 General Director Decision making
· PT-01-F14 Decision for accreditation

· PT-01-F16 Surveillance program
· PT-01-F17 Questionnaire for surveillance
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