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[bookmark: _Toc110765675][bookmark: _Toc236488091]Objective
Policy and Guidelines for Proficiency Testing and Inter laboratory comparison (ILC) other than Proficiency Testing
[bookmark: _Toc236488092]Scope
This document applies to all the laboratories/CABs (Conformity Assessment Body) which are accredited by CAF and applicant laboratories in the field of calibration and testing and medical laboratories as per ISO/IEC 17025:2017 and ISO 15189:2012/22 respectively.
[bookmark: _Toc236488093]Responsibility 
CAF and CABs
[bookmark: _Toc236488094]Reference
ISO/IEC 17011, ILAC P9, ISO/IEC 17025:2	017, ISO 15189:2022.
Note: In ISO 15189:2022, PT is External Quality Assessment (EQA).
[bookmark: _Toc236488095][bookmark: _Toc110765676]Policy on PT and /or ILC other than PT.
Participation in Proficiency Testing (PT) and/or Interlaboratory Comparisons (ILCs) is an essential element for demonstrating the validity of laboratory results as required by the applicable accreditation standards.
CAF adopts the following policy:
a. Applicant and accredited CABs shall participate in Proficiency Testing (PT) whenever suitable PT schemes are available, appropriate for the scope of accreditation, and considered necessary based on the laboratory’s documented risk assessment. 
b. Where appropriate PT schemes are unavailable, CABs shall participate in technically suitable Interlaboratory Comparisons (ILCs) or implement other technically justified alternative approaches that demonstrate the validity of their results. 
c. For medical laboratories accredited to ISO 15189:2022, participation in External Quality Assessment (EQA)/Proficiency Testing shall be undertaken whenever appropriate programmes are available and relevant to the scope of accreditation. 
d. Each applicant and accredited CAB shall establish, implement, maintain, and periodically review a documented PT/ILC Participation Plan covering the accredited or proposed scope of accreditation. 



e. The PT/ILC Participation Plan shall be developed using a documented risk-based approach considering factors such as: 
· criticality of the test or calibration; 
· frequency of testing or calibration activities; 
· previous PT/ILC performance; 
· competence and experience of personnel; 
· stability of the measurement process; 
· availability of PT schemes; and 
· applicable regulatory or customer requirements. 
f. Prior to granting accreditation, CAF shall evaluate the applicant’s PT/ILC Participation Plan to verify that it provides representative coverage of the proposed scope of accreditation. 
g. During surveillance and reassessment, CAF shall verify that the PT/ILC Participation Plan continues to provide representative and effective coverage of the accredited scope and remains appropriate to the CAB’s activities. 
h. Where PT/ILC results indicate unsatisfactory or questionable performance, the CAB shall: 
· investigate the cause of the non-conforming performance; 
· perform root cause analysis; 
· implement appropriate corrective actions; 
· evaluate the effectiveness of corrective actions; and 
· maintain documented evidence for review by CAF. 
i. Where PT or appropriate ILC programmes are unavailable, the CAB shall justify the use of alternative methods for demonstrating the validity of results. CAF shall evaluate the technical adequacy of such alternative approaches during assessment. 
j. CAF shall establish and maintain documented procedures describing how PT and/or ILC participation and performance are considered throughout the accreditation process. These procedures shall include: 
· evaluation of PT/ILC participation and performance, including persistent unsatisfactory performance; 
· assessment of the adequacy of the CAB’s PT/ILC Participation Plan; 
· consideration of PT/ILC results when planning surveillance and reassessment activities; and 
· verification that PT providers or organizations conducting ILCs possess appropriate technical competence.
1. 
2. 
3. 
4. 
			
Formula for En ratio calculation for Calibration CAB’s

Where,
	x-Results of participating laboratory
	X-Results of reference laboratory
	U lab-Uncertainty of participating laboratory
	U ref-Uncertainty of reference laboratory

 Formula for Z score calculation for Testing CAB’s 

Formula for Z score calculation 
z = (x – μ) / σ
Where 	x- test value or test score
		µ- Mean value of the test score 
		σ- standard deviation	
The testing laboratories may initiate ILC with more than one laboratory and calculate Z score (mean across various laboratory scores). The Z score within ±2 will be termed satisfactory. In case Z score is more than ±2 then results are doubtful and laboratory need to undertake root cause analysis to find out the reason for deviation in the results.











Annexure-I
PT/ILC Plan four year plan to cover the scope of accreditation
 
	CAB Name 
	

	CAB ID
	

	Field 
	Testing/Calibration/Medical Testing

	Duration 
	From:                    to 

	Sr. No.
	Field
	Parameter
	Year 1
	Year 2
	Year 3
	Year 4

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	



Note: CAB should ensure that PT/ILC plan covers the major parameters in each group under the relevant discipline
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