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INTRODUCTION

This document was prepared by ExTAG WG6 and is Annex A to a revised version of OD024/V1 (ExTAG/177/CD). It has been prepared as a result of a Meeting held on April 22/23, 2009, in Toronto, and subsequent work carried out by the WG. The document along with ExTAG/177/CD  Draft Operational Document IECEx OD 024 Version 03/Toronto IECEx Rules of Procedure covering testing, or witnessing testing at a manufacturer’s or user’s facility is issued for consideration during the ExTAG Melbourne Meeting. 
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WITNESSED TESTING

SITE ASSESSMENT CHECKLIST
Draft 

ANNEX A to OD 024
	ExTL or ExCB DATA
	TEST FACILITY

	Date of Testing
	
	
	Name of Facility
	
	

	ExTL or ExCB Representative
	
	
	Address
	
	

	Signature
	
	
	Primary Contact
	
	

	Date:
	
	
	Phone/Fax
	
	

	File No.
	
	
	Quality Manager
	
	

	
	
	
	Phone/Fax
	
	

	
	
	
	Email
	
	

	
	
	
	
	
	


	
	Complies?
	Comments/Auditor Notes

	
	Yes
	No
	N/A
	

	Documentation

	Do external accreditations exist for the test site?

(attach copies of certificates)
	
	
	
	

	Is the appropriate version of the test standard available for use?
	
	
	
	

	- Are the appropriate ExTL test procedures available?

- Are other standards or test methods involved and are they available? 

(Attach a list of the additional standards or  methods)
	
	
	
	

	Test Equipment & Calibration

	All test equipment/measurement instrumentation must comply with ExTL Quality System requirements pertinent to the tests being conducted.  

	Is the test equipment properly housed, maintained, and suitable to perform the required testing?
	
	
	
	

	Have you noted details of the test equipment used? (i.e. type, serial number, model, manufacturer, model, calibration date, etc.)

(Attach a separate list if necessary)
	
	
	
	

	Does the instrumentation meet the requirements of the test standard?
	
	
	
	

	Is all instrumentation in current calibration?

(attach proof of calibration, for on-site equipment)
	
	
	
	

	Is the equipment calibration traceable to national standards?
	
	
	
	

	If an internal laboratory is used for instrument calibration

- Do calibration methods exist?

-  Are they under document control?

- Can traceability of measurements be established?

(attach copies of methods  and traceability documentation)

	
	
	
	

	Is the equipment calibration provided with measurement uncertainty information?
	
	
	
	

	Do procedures exist for the laboratory to notify ExTL or ExCB if prior used test equipment is received at calibration out of tolerance?
	
	
	
	

	Accommodations and Environmental Conditions 

	Are the room ambient conditions within the requirements of the standard(s)?

- Are they monitored?

- Is monitoring equipment calibrated? 

(attach proof of calibration and document ambient conditions throughout test)
	
	
	
	

	Are the test utilities within test standard(s) requirements
	
	
	
	

	Is there effective separation from areas of incompatible activities?
	
	
	
	

	Is the condition of the test sample appropriate for the tests to be conducted?  
	
	
	
	

	Identification Of Test Samples 


	Are samples clearly identified by the client and accompanied by the relevant instructions/operating manual?
	
	
	
	

	Are samples entered in a tracking database?
	
	
	
	

	Are samples locked? And is access secure from entry by non-authorized personnel?
	
	
	
	

	Do test Samples have a Identification/Tracking Label?
	
	
	
	

	Test Procedures and Methods

	Are the specific ExTL test procedures in place?
	
	
	
	

	Are the test methods/techniques used to carry out ExTL tests in accordance with the QPS test procedures?
	
	
	
	

	Are these test methods (if used) recorded and identified with date and revision level?
	
	
	
	

	Is testing under the control of the ExTL or ExCB representative?
	
	
	
	

	If software is used for data processing:

- Is it documented;

- Validated for accuracy;

-

- Identified with date and revision levels

	
	
	
	

	Consumables 


	Do procedures exist for the purchase, reception and storage of reagent and laboratory consumable materials relevant for the tests and calibrations?
	
	
	
	

	Are there records (list) of critical consumables and approved suppliers?
	
	
	
	

	Are consumables required for the product category under witness testing?
	
	
	
	

	Do the consumables meet the requirement of the applicable standard(s)?
	
	
	
	

	Test Results

	Are test results recorded on appropriate and controlled data sheets?
	
	
	
	

	Do the data sheets contain sufficient information to determine compliance/non compliance with the test standard?
	
	
	
	

	Are the data sheets signed and dated by the person performing the test?
	
	
	
	

	Are the data sheets reviewed, countersigned and dated by the ExTL or ExCB representative witnessing the tests?
	
	
	
	

	Test Personnel

	Have you noted the names of personnel assigned to perform the required tests?
	
	
	
	

	Are the personnel performing the tests qualified:
- For the tests being performed?

- In the use of the test instruments being utilized?

- In the use of ExTL test procedures?
(provide names
	
	
	
	

	Do the personnel:

- Have the required training records?

- Exhibit knowledge of the tests being performed and the equipment being used?
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