Evaluation form for Ex product, process, or service suppliers
Name of supplier: 
Product, process, or service to be supplied: 
Address: 
Contact person:                                        Email address:                                           Phone/mobile number: 
Period of evaluation: ☐ initial evaluation    ☐ re-evaluation (if necessary)
Date of evaluation:                                                  name of Ex-authorized person made the evaluation:
Form revision number:
Note: The revision of the form is usually created, when an external provider not used for a period exceeding one year. in such cases, the external provider shall be re-evaluated in accordance with the first alternative below, prior to the placing of a contract or a purchase order.
------------------------------------------------------------------------------------------------------------------------------------
1. first alternative: evaluation of the supplier capability of ensuring compliance with all specified requirements based on clause 8.4.1 of EN ISO/IEC 80079-34:2020
1.1. the features affecting the Type of Protection can be verified at a later stage or are verified by the manufacturer. 
Select one of more of the following evaluation methods, as applicable and that have been fulfilled.
☐ Exist an acceptable assessment report based on QMS requirements of EN ISO/IEC 80079-34:2020;
· Assessment date: 
· Number of assessment report: 
· Name of the certification body made the assessment: 
· Name of the accreditation body (signatory of IAF or GLOBAC) granted accreditation for QMS certification to the certification body: 

Note: having accreditation for an appropriate standard in field of quality management system, such as ISO 9001, ISO 29001, ISO 3834, ISO/IEC 80079-34 or a similar standard, is accepted.
 ☐ Exist a QMS certificate in accordance with the appropriate standard and with an acceptable scope;
· Certified QMS standard:  ☐ ISO 9001           ☐ ISO 29001             ☐ ISO 3834          ☐ ISO/IEC 80079-34                                                  ☐ Others (specify):
· Certificate number: 
· Certification date: 
· Name of the certification body: 
· Name of the accreditation body (signatory of IAF or GLOBAC) granted accreditation for QMS certification to the certification body: 
· Certification scope: 
Does the scope cover the product, process or service to be supplied? 
☐Yes   ☐No, required action: 
☐ a documented site assessment by the manufacturer to ensure that all relevant controls are available, documented, understood and effective including following evaluation criteria:
☐ a. criticality of the product, process or service; explain the details considered in assessment report:

☐ b. degree of difficulty, or variability in the manufacturing process; explain the details considered in assessment report:

☐ c. location of the external provider and hence the effectiveness of communications; explain the details considered in assessment report:

☐ d. subcontracting of the product, process or service; explain the details considered in assessment report:
· Date of assessment: 
· Name of assessor(s):
· Assessment report number: 
1.2. the features affecting the Type of Protection cannot be verified at a later stage or are not verified by the manufacturer. (e.g. encapsulated intrinsically safe circuits)
Select one of the following evaluation methods, as applicable and that has been fulfilled.
☐ completed checklist for “Selection the level of possible control and verification by supplier”, for the purpose of demonstrating that the control process implemented by the external providers, ensures Ex compliance.
· Date of assessment: 
· Name of assessor(s):
· Assessment report number: 


☐ the certification body responsible for the verification of QAN for the manufacturer, has performed periodic audits at the external provider.
·  Assessment date: 
·  Number of assessment report: 
·  Name of the certification body made the assessment: 
·  Name of the accreditation body (signatory of IAF or GLOBAC) granted accreditation for QMS certification to the certification body: 
--------------------------------------------------------------------------------------------------------------------------------
2. second alternative: evaluation of the supplier capability of ensuring compliance with all specified requirements based on clause 8.4.2 of EN ISO/IEC 80079-34:2020
Note: in case the supplied product has a valid ATEX or IECEx certificate, performing the evaluations (b) and (c) below, is not necessary
☒ a) verification of compliance of the supplied product with relevant Ex final product certificate.
Date of assessment:                                    result of verification  ☐ accept    ☐ reject
in case of rejection:
	#
	Brief description of non-conformity
	Defined action to resolve
	Target date
	Result of implementation the action(s)

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	5
	
	
	
	

	6
	
	
	
	



☐ b,c) on-site assessment for internal verification and production system of the supplier:
b) Assessment for the purpose of selection the level of possible verification by supplier
Date of assessment:                                    
Outcome of assessment
☐ Manufacturer performs all incoming verification
☐ Shared verification (provider conducts some tests/inspections; manufacturer confirms key characteristics);
☐ External provider is authorized to perform verification and supplies only a Declaration of Conformity (DoC).
in case of rejection:
	#
	Brief description of non-conformity
	Defined action to resolve
	Target date
	Result of implementation the action(s)

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	5
	
	
	
	

	6
	
	
	
	



c) Assessment for the purpose of verifying capabilities of the supplier for producing the requested Ex component, equipment or material
Date of assessment:                                    result of verification  ☐ accept    ☐ reject
in case of rejection:
	#
	Brief description of non-conformity
	Defined action to resolve
	Target date
	Result of implementation the action(s)

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	5
	
	
	
	

	6
	
	
	
	





d) requirements for routine test(s)
1- determination the responsibility for performing routine test (by supplier or manufacturer) for each and every produced produce, in purchasing contract; ☐ supplier ☐ manufacturer
Date of purchasing contract/order: 
2- defining the details of required controls in purchasing information documents:
· The subject of purchasing document in which the required controls have been defined: 
· Date of communication to supplier: 

e) requirements for "purchased products which their verification cannot be carried out after manufacture"
☐ not applicable for purchased product
☐ in case of applicability for purchased product; 
number and date of the presented declaration of conformity (DOC) which specifically stating compliance to the purchase documents:

f) adopting “sample inspection or tests”:
☐ NO
☐ adopted; 
Evaluation conformity of "sample inspections or tests" with the entire supplied batch, in checking the supplied Ex product batch, date: ……………… evaluation result:  ☐ accepted  ☐ rejected
g) checking the training and specialist skills or knowledge, required for verification: 
☐ training material exists and maintained;
Details: 
☐ specialist skill has been defined;
Reference to documents: 
☐ knowledge or background; 
Reference to documents:
☐ training records are maintained;
Reference to records:

h) according to the above evaluation results, specifying if the inspection and tests of supplied product, should be performed in 
☐ only manufacturer's premises;
☐ supplier's premises, or 
☐ a combination of both; explain the details: 

i) in case the supplied product has a valid ATEX or IECEx certificate:
type of certificate: ☐ ATEX     ☐ IECEx
certificate number: 
name of certification body:
date of certification: 
checking present validity status of the certificate: ☐ valid    ☐ not valid
action to be taken: 

K. which of the following solutions has been selected to verify the continued conformity of the incoming materials critical to the applied Type of Protection, used in the production of the Ex-Products?
☐ 1.Review the Declaration(s) of Conformity from the external provider of the material within the supply chain that can impact the material characteristics; as applicable; to demonstrate that the material used in the production of the Ex-product is in accordance with the schedule drawings of the Ex-product technical file.
Title and document number of the QMS in which the above solution is included:

☐ 2.Review the material confirmation that the material maintains the particular material properties of concern; e.g. flammability, CTI, RTI, or UV resistance, chemical composition, physical properties. 
Title and document number of the QMS in which the above solution is included:

☐ 3.Review the material manufacturer’s process and data for the validation of material characteristics. 
 3.1. Title and document number of the QMS in which the above solution is included:
3.2. reference to Selection the level of possible control and verification by supplier
evaluation date:                                     evaluator name:                                                                                                                                           evaluation result: ☐accept  ☐reject

3.3. reference to evaluation of external provider production capability
evaluation date:                                     evaluator name:                                                                                                                                           evaluation result: ☐accept  ☐reject
conclusion of validation of material characteristics: ☐ accept   ☐reject

☐ 4.Confirmation that Ex final product testing, necessary to confirm the material is in accordance with the certificate or schedule drawings, is repeated as required. 
Title and document number of the QMS in which the above solution is included:

☐ 5.Alternative processes may be utilized, if the provided a level of conformity same as one of above solutions, could be demonstrated by the manufacturer.
Description of the processes or solutions: 
Title and document number of the QMS in which the solution is included:
------------------------------------------------------------------------------------------------------------------------------------
Conclusion of evaluation results: 
☐ the supplier is qualified and approved for purchasing    
☐ the supplier is NOT qualified and approved for purchasing    
☐ the supplier is conditionally qualified and approved for purchasing 
Explain the details and needed actions to be performed: 

Date of conclusion: 
Signature of Ex-authorized person: 
