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QUALITY MANAGEMENT SYSTEM REQUIREMENTS FOR IECEx Service Facilities involved in repair, overhaul and modification of Ex equipment

For Repair and Overhaul Service Facilities seeking to gain and maintain IECEx Certification as an IECEx Certified Service Facility

1
repair and overhaul workshops INCLUDING QUALITY (PRODUCT REALIZATION) PLAN REQUIREMENTS

1.1
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 repair, overhaul and modification 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 meet the requirements of this Operational Document
In using ISO 9001:2000 as the basis for this Operational Document, the following requirements replace, add to or are more specific than those required by QMS standards such as ISO 9001:2000.  The clause references used in this Operational Document have been adopted from ISO 9001: 2000 as the most current standard.

1.2 DEFINITIONS

Service Facility.  Shall refer to any facility involved in the repair, overhaul, reclamation or modification of Ex equipment. 


NOTE: the service facility may have restrictions on the type of equipment or 
protection techniques which will be covered by their scope.

Ex equipment.  Equipment falling under the scope of IEC TC 31 and its Subcommittee

1.3 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 ExMC/161/CD as a basis, which covers

· Audit Planning

· Auditor Competence

· Duration for Surveillance audits

· Audit Reporting

· Others

1.4 Documentation Requirements

A) General
The Service Facility shall develop a process plan to establish verification of the Repair/Overhaul processes to the requirements of IECEx Operational Document OD 015, which includes the requirements of IEC 60079-19. In particular, prior to implementation of any changes to workshop practices, processes or materials, the Service Facility shall assess such changes for on-going compliance with Operational Document OD 015 and advise the ExCB where such changes may impact on compliance with Operational Document OD 015.

Any “Off-Site” repair or overhaul 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.

Results of the service and tests provided shall be recorded on the relevant Operational Document OD 015 Compliance Assessment Report.. Evidence of compliance will be reviewed by the ExCB during every audit.


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


B) Records


The following requirements are additional to those of ISO 9001:2000, Clause 4.2.3:

Records must be kept of serviced Ex apparatus that are serviced in conformity with the requirements of OD014 and that are provided with the R-label. Also, records must be kept of Ex-apparatus that, even after being serviced, do not comply with the requirements of OD014 and are not marked with the R-label.  As a minimum, records shall be kept for 10 years
1.5
MANAGEMENT RESPONSIBILITY

The following requirements are additional to those of ISO 9001:2000, Clause 5:

The top management shall establish a mechanism to ensure that there is at least one person appointed to deputise 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 the deputies shall be documented.  The ExCB shall be notified of any changes to the personnel appointed as competent .

1.6
RESOURCE MANAGEMENT 

The following requirement is additional to those of ISO 9001:2000 Clause 6:

The organization shall provide for training of all personnel performing activities affecting the repair and overhaul process. Competent persons performing assigned tasks shall be qualified on the basis of appropriate education, training and/or experience, as defined in Operational Document OD 015. Appropriate training records shall be maintained.

Competent persons 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.

1.7
PRODUCT REALIZATION

The following requirement are additional to those of ISO 9001: 2000 Clause 7:

The Service Facility shall establish procedures or work instructions for overhaul and repair 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 Operational Document OD 015  in accordance with the parameters listed below:

a) type of service offered 

b) type of equipment, eg. rotating machines

c) type of protection of equipment being serviced, eg. Ex d, Ex e etc

d) test/inspection facilities available

e) recall of product after despatch, should the Service Facility become aware of any critical or major defect after the repaired product has been released.  Such procedures shall provide for the notification to the ExCB of the problem and to national authorities, eg Mining Regulators for Group I .

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

g) sub-contractor activities.

1.8
MEASUREMENT, ANALYSIS AND IMPROVEMENT

a)
Planning Clause 8.1 of ISO 9001:2000 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 1.5 shall apply at all times.

b)   Customer satisfaction  Clause 8.2.1 of ISO 9001:2000 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 OD 015.  However additional measures of customer satisfaction according to ISO 9001:2000 are encouraged.

c)
 Internal audit   Clause 8.2.2 of ISO 9001:2000 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 repair and overhaul processes are in conformity with OD 015.  The period between audits should normally not exceed  12 months.
  

d)
Monitoring and measurement of processes  The following requirement is additional to those of ISO 9001: 2000 Clause 8.2.1:.

Where a process can affect the integrity of a type of protection, and where the resulting integrity cannot be verified after manufacture e.g. the environmental conditions required for curing an encapsulant, that specific process shall be measured or monitored and documentary evidence shall be maintained to demonstrate compliance with required parameters.

e) 
Monitoring and measurement of product  The following requirement is additional to those of ISO 9001: 2000 Clause 8.2.4:
Where tests are required they shall be performed as specified in OD 015 or Standards with no sampling techniques being permitted.

f) 
Control of nonconforming product. The following requirements are additional to those of ISO 9001: 2000 Clause 8.3:
· The Service Facility shall maintain a system such that the customer or owner can be identified in the event of repaired product later being found not to be complying with IECEx requirements.

· The Service Facility shall take action, appropriate to the degree of risk, where non-conforming product has been supplied to a customer
· The Service Facility liaise with the ExCB responsible for the issue of the IECEx Service Facility Certificate of Conformity.

g)
For all non-conforming product that has been released, the Service Facility shall maintain records of—

(i)
serial numbers or identification of product supplied;

(ii)
the customer who received the product;

(iii)
the action taken to inform customers and the relevant ExCB;

(iv) the action taken to implement corrective and preventative action.

h)   
Analysis of data

Clause 8.4 of ISO 9001:2000 is NOT in the scope of this document.

i)   
Improvement

 Clause 8.5.1 of ISO 9001:2000 is NOT  in the scope of this document  

.

j)   
Corrective action

Clause 8.5.2 of ISO 9001:2000 applies.

  

k)
Preventive action

Clause 8.5.3 of ISO 9001:2000 applies.
1.9
Preliminary Requirements (mandatory)

As a pre-requisite, it shall be established that the Service Facility satisfies the requirements of OD 015  in terms of adequate facilities, equipment and personnel to perform the scope of work to be covered by the IECEx Certified Service Facility Certificate.

 1.10
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.

1.11
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 and also comparable to that required to conduct product certification activities for Ex products, including quality management systems.  

1.12
On-site Assessment

The On-site Assessment will be conducted, by an ExCB to verify compliance with OD 015 and the IECEx scheme requirements. 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 of:

· OD 015  Compliance Assessment Report 

· Quality Plan Assessment

· Assessment of Competence of persons nominated as competent by the Service Facility.

1.13
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.

1.13.1
Compliance with Operational Document OD 015

ExCBs shall assess the Service Facility’s procedures and processes for compliance to the requirements of OD 015. This shall include assessment of the Service Facility’s inspection and test plans for compliance with OD 015 and verification that such inspection and test plans clearly define the method for pass/fail criteria.  This requires the ExCB to assess the Service Facility’s documented procedures to ensure that the specific requirements of OD 015 have been included or covered by the Service Facility’s quality management system.

1.13.2
Use of Sub contractors

ExCBs shall assess the method of control the Service Facility maintains over any subcontractor used to perform part of the repair and overhaul 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 the explosion protection technique 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. Examples are: metal spaying techniques, gland openings, grinding of flameproof flanges
1.13.3
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’ to the requirements of OD 015. 

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’ remain 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. 

1.13.4
Records

Results of the service and tests 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 1.4 above.
The service facility  shall retain all Repair and overhaul records for a minimum of 10 years from the date the repaired product was released.

1.13.5
Marking

Marking shall be in accordance with the requirements of OD 015.
Use of the ExCBs own Mark on Reports and Promotional Material may be  permitted subject to the agreement of the ExCB

The IECEx Certification Mark may be applied (under development within CAB WG7)

1.13.6
Dimensional Checks

Service Facilities processes and procedures shall comply with the following, concerning dimensional checks.

When conducting dimensional measurements, the Service Facility shall record “as found” and “as left” values on their Service Facility check sheet or Examination Reports for future reference.  A simple “tick” to indicate pass or fail is NOT sufficient on its own. Evidence of compliance will be sampled and reviewed by ExCBs during each audit.

1.13.7
Conditions for Equipment Release

Service Facilities processes and procedures shall comply with the following, concerning equipment release.

Repaired or Overhauled equipment shall be released from the Service Facility’s premises only when a Competent Person (as defined in OD 015) is satisfied that all the required activities have been undertaken and the Examination Report indicates authorisation of results of inspection and tests.

On release of equipment, Service Facilities shall supply a “Service Facilities Report” as defined in OD 015, to cover each item released from the Service Facility.
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