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Further to the Report from WG10 at the Split 2011 ExMC meeting, refer item 11.2 of the ExMC Split confirmed minutes ExMC/723A/RM, WG10 has progressed with its work to integrate additional Ex related Services beyond Ex Repair. 

Refer to Document ExMC/746/Inf for the background and explanation of the new proposed IECEx 03 series Document Structure.

This draft document is the proposed new IECEx Operational Document OD 014-2 Quality Management System Requirements for the Certified Service Facilities Scheme – Part 2 – Installation Design and Equipment Selection to provide a mechanism for organisations that provide Ex installation related services meeting the requirements of IEC 60079-14 the ability to obtain IECEx Certification under the IECEx System.  

This draft has been prepared by WG10 and is presented for consideration at the ExMC Calgary 2012 meeting.
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1
General
This Operational Document sets out the quality system requirements that a Service Facility  shall conform to in order to gain and maintain IECEx Certification as an IECEx Certified Service Facility, involved in design of Ex installations and selection of Ex equipment.  It also sets out the requirements for IECEx Certification Bodies (ExCBs), approved by the IECEx Management Committee to issue IECEx Certificates of Conformity to Service Facilities  concerning the assessment of Service Facilities for their compliance to these requirements.  These requirements also form the basis of surveillance of IECEx Certified Service Facilities by ExCBs. 

While Certification of the Quality Management System (QMS) to relevant standards is not a requirement of the IECEx Scheme, a Service Facility with this may benefit in assisting them to meet the requirements of this Operational Document
In using ISO 9001 as the basis for this Operational Document, the following requirements replace, add to or are more specific than those required by ISO 9001. The clause references used in this Operational Document have been adopted from ISO 9001:2008 as the most current standard.
2 
Definitions

2.1 
Service facility

See IECEx 03-2
NOTES: 
1. Service Facility is a term used by IECEx and in the context of this OD 014-2 shall include a Service Facility as defined by IEC 60079-14
2. A Service Facility may have restrictions on the type of equipment, protection techniques, ratings and size which will be covered by their scope.

2.2 
Ex equipment  
See IECEx 02

3 
Application
This Operational Document shall be applied by ExCBs, approved by the IECEx Management Committee to issue IECEx Service Facility Certificates. 

The quality system requirements below are based on the relevant requirements of ISO 9001 as amended or added to.

ExCBs shall manage their quality management system auditing, for the IECEx Certified Service Facility Program using OD 025 as a basis, which covers:
· Audit planning

· Auditor competence

· Duration for surveillance audits

· Audit reporting

· Others

On-going certification maintenance by the ExCB issuing the IECEx Service Facility Certificate shall consist of the following:

a) Annual Surveillance – On-site surveillance audits conducted at not more than 12 monthly intervals, for which a FAR shall be issued in accordance with OD 013-2 (this is a shorter duration than specified in OD 025 and considered necessary given the criticality of Ex design and selection procedures)
b) Re-assessment – Conducted as part of every third annual surveillance audit and shall include the full review of a Service Facility’s documented procedures.

3.1 
Documentation requirements
3.1.1
General
The Service Facility shall develop a process plan to establish verification of the design and selection processes to the requirements of IEC 60079-14. 

All design and selection performed by the Service Facility requires documented procedures and or work instructions and shall be defined in their scope of IECEx Certified Service Facility Certification.

During the surveillance audits, ExCBs are required to assess identified changes.

NOTE: National laws may require certain records to be kept for a minimum period from the date of delivery.

3.1.2 
Records
The following requirements are additional to those of ISO 9001, Clause 4.2.4:

Records must be kept of Ex installations and equipment that are designed and selected in conformity with the requirements of OD 014-2 and IEC 60079-14.  As a minimum, records shall be kept for 10 years.
3.2 
Management responsibility
The following requirements are additional to those of ISO 9001, Clause 5:

The top management shall establish a mechanism to ensure that there is at least one person appointed to deputize when necessary for the management representative in matters relating to the scope of work covered by the IECEx Certificate of Conformity for the Service Facility.

The responsibilities and authorities of the management representative and any deputies shall be documented.  The ExCB shall be notified of any changes to the personnel appointed as the Responsible Person, according to IEC 60079-14. 
3.3 
Resource management 

The following requirements are additional to those of ISO 9001, Clause 6:

The organization shall provide for training of all personnel performing activities affecting the design and selection process. Competent persons performing assigned tasks shall be qualified on the basis of appropriate education, training and/or experience, as defined in IEC 60079-14.  Appropriate training records shall be maintained.

Competent persons (including Responsible Persons and Designers) shall maintain their competence with ExCBs required to verify the currency of the competency of competent persons as part of the on-going surveillance of the service facility.

The Service Facility shall establish and maintain a Competence Management System that includes the evaluation of personnel for compliance with the requirements of IEC 60079-14 for Responsible Persons and Designers.  The Competency Management System shall cover the scope of work undertaken. by the Service Facility and geographic application relating to sites.

NOTE:

1. Attention is drawn to the specific requirements relating to different geographic locations 

2. Evidence of competencies can be provided by having personnel certified to the applicable Units of Competencies of IECEx 05

3.4
Product realization
The following requirements are additional to those of ISO 9001, Clause 7:

The Service Facility shall establish procedures or work instructions for design of Ex installations and selection of Ex equipment. These procedures or work instructions shall consider each process covered under the scope of the IECEx Service Facility Certificate to the requirements of IEC 60079-14 in accordance with the parameters listed below:

· type of service offered 

· measurement/test/inspection facilities available

· activities to address any non-conformity of product after release, should the Service Facility become aware of any critical or major defect. Such procedures shall provide for the notification to the ExCB of the problem and to national authorities, eg Mining Regulators for Group I .

· details and evidence of competency for persons nominated as Competent Persons.

· sub-contractor activities.
3.5
Measurement, analysis and improvement
The following requirements are additional to those of ISO 9001, Clause 8:

3.5.1 
Planning 
Clause 8.1 of ISO 9001 applies with the following exceptions:

Improvements are not within the scope of this document. They may be made at the discretion of the service facility, but the provisions of 3.2 shall apply at all times.

3.5.2 
Customer satisfaction

Clause 8.2.1 of ISO 9001 is replaced by the following requirement:.

For the purpose of this document ‘customer satisfaction’ is in relation to the Service Facilities compliance with the relevant requirements of IEC 60079-14.  However additional measures of customer satisfaction according to ISO 9001 are encouraged.

3.5.3
Internal audit

Clause 8.2.2 of ISO 9001 and the following applies:
The audit program shall address the effectiveness of the elements of the Quality Management System as described in this document to ensure that the design and selection processes are in conformity with IEC 60079-14.  The period between audits should normally not exceed 12 months.
  

3.5.4
Monitoring and measurement of processes

Clause 8.2.3 of ISO 9001 applies.
3.5.5
Monitoring and measurement of product

The following requirement is additional to those of ISO 9001, Clause 8.2.4:

Where tests are required they shall be performed as specified in IEC 60079-14 with no sampling techniques being permitted.

3.5.6 
Control of nonconforming product

The following requirements are additional to those of ISO 9001, Clause 8.3:

· The Service Facility shall have a process such that the customer or owner can be identified in the event of the installation or equipment later being found not to be complying with IECEx requirements.

· The Service Facility shall take action, appropriate to the degree of risk, associated with the non-conforming installation or equipment.
· The Service Facility shall liaise with the ExCB responsible for the issue of the IECEx Service Facility Certificate of Conformity.

For all non-conforming installations, the Service Facility shall maintain records of:
· identification of the installation;

· the customer who received the installation;

· the action taken to inform the organisation responsible for the installation and the relevant ExCB;

· the action taken to implement corrective and preventative action.

· Actions and communications taken with a relevant regulator 

3.5.7 
Analysis of data

Clause 8.4 of ISO 9001 applies.

3.5.8 
Improvement

Clause 8.5.1 of ISO 9001 applies. 

.

3.5.9 
Corrective action

Clause 8.5.2 of ISO 9001 applies.

  

3.5.10 
Preventive action

Clause 8.5.3 of ISO 9001 applies.

4
Preliminary requirements for ExCB assessment of Ex service facilities 
As a pre-requisite, it shall be established that the Service Facility satisfies the requirements of IEC 60079-14 in terms of adequate facilities, equipment and personnel to perform the scope of work to be covered by the IECEx Certified Service Facility Certificate.
 5 
Preliminary visit (optional)

Prior to an on-site assessment, a preliminary visit may be conducted by the ExCB, where requested by the Applicant Service Facility. This preliminary visit may also serve as a “gap analysis”. Such activity is usually conducted on a fee for service basis.
6 
ExCB auditor expertise
The ExCB’s audit shall be performed by person or persons that have an expertise comparable to the scope of application of the Service Facility, including quality management systems.
7 
On-site assessment
The on-site assessment will be conducted by an ExCB to verify compliance with IEC 60079-14 and the IECEx scheme requirements, eg this OD 014-2. In addition to the general requirements of the IECEx Scheme, the IECEx Service Facility Certificate will be issued subject to the conditions specified on the rules governing this scheme and on the basis of satisfactory assessment by the ExCB.
Refer to Operational Document OD 013-2 for further details.
8 
Process assessment by ExCBs
This Section identifies the critical areas that ExCBs shall be included in the assessment and surveillance of Service Facilities seeking to obtain and maintain IECEx Service Facility Certification.

8.1
Compliance with IEC 60079-14   
ExCBs shall assess the Service Facility’s procedures and processes for compliance to the  IEC 60079-14. This shall include assessment of the Service Facility’s design and selection plans for compliance with IEC 60079-14 and verification that such design and selection plans clearly define the method for pass/fail criteria. 

8.2
Use of subcontractors

ExCBs shall assess the method of control the Service Facility maintains over any subcontractor used to perform part of the design and selection process, including testing and calibration activities.  The Service Facility agrees to arrange for the ExCB to evaluate relevant documentation and to arrange a visit to any subcontractor that the ExCB deems warranted. Subcontractors conducting operations that have the potential to impact on compliance with IEC 60079-14 shall be subject to audit by the ExCB. 
Subcontracting by Service Facilities shall be clearly defined in agreements between the ExCB and the Service Facility and the ExCB and the Subcontractor or, by delegation of the ExCB, directly between the Service Facility and the Subcontractor. The scope of activity is an integral part of such agreements as well as evidence of competence of the Subcontractor (e.g. certificates, initial and annual audits by the ExCB). The overall responsibility remains in any case with the ExCB which certified the Service Facility. Agreements mentioned above shall be registered by the IECEx secretariat.

NOTE: Subcontracting activities shall be used on a limited basis, mainly in cases where the investments for such activities are rather high and volume for such work at the Service Facility rather low. 

8.3
Assessment of competencies
The ExCB shall evaluate the Service Facility’s mechanism for verification of current competencies of their nominated Competent Person(s), including the ‘Responsible Person’ as required by IEC 60079-14. 

For Competent Persons having a Certificate of Personnel Competencies according to IECEx 05, Unit 009, or having any other evidence of appropriate assessment and demonstration of Competencies  based on IEC 60079-14 or according to IECEx 0D 504 for Unit 009, the ExCB shall verify that the certified or assessed scope of activities covers the actual activities within the Service Facility.

Those qualifying as Competent Persons shall be identified in the Service Facility’s documented system, along with their scope of activity. 

A Service facility certificate remains valid only while the competent person(s) listed in the facility’s documented system, operating as the ‘Responsible Person’ remains engaged in the activity. Any change that may impact on the Service Facility complying with IECEx Scheme requirements, eg change of ‘Personnel’ is required to be notified to the ExCB immediately.

It should be noted that the status of a competent person is linked to the Service Facility and is therefore not transferable between service facilities without assessment by an ExCB. 

Replacement Competent Person(s) shall have the evidence of their competencies verified by the ExCB. 
8.4
Records

Results of the service conducted by the Service Facility shall be recorded by use of appropriate means that ensure:

· Legibility
· Traceability of measured results to calibrated instruments with actual measurements recorded.  A tick to just indicate pass is not accepted.

· Stored to enable retrieval in accordance with 3.1.2 above.
The service facility shall retain all design and selection records for a minimum of 10 years from the date the initial design and selection was completed.
8.5
Conditions for installation completion
Service Facilities processes and procedures shall comply with the following, concerning design and selection completion.
Installations shall be considered complete once a complying initial design and selection report is issued in accordance with IEC 60079-14 by the Responsible Person of the Service Facility. 
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