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Form 28.14
	Application for Approval of Proficiency Testing Schemes from Non-Approved PT/ILC Providers


Policy
L-A-B requires accredited and applicant laboratories to competently plan, prepare, carry out, interpret and document proficiency tests prior to and during accreditation.  
Purpose

Form 28.14 is provided to ensure the requirements of ISO/IEC 17043:2010 for the development and operation are undertaken by a proficiency testing provider or laboratory (hereafter PT/ILC Provider) having the competence to conduct the inter-laboratory comparison and access to the expertise with the particular type of proficiency test item.  A Form 28.14 for each proficiency test proposed must be approved by L-A-B for technical merit and compliance to ISO/IEC17043:2010 prior to participation.
Planning

The PT/ILC Provider must document a plan before commencement of the proficiency testing scheme (hereafter PT/ILC Scheme), including the following information and, where appropriate, reasons for its selection or exclusion:

a) The name and the address of the PT/ILC Provider (organization conducting the proficiency PT/ILC Scheme);
b) The name, address and affiliation of the coordinator and other personnel involved in the design and operation of the proficiency PT/ILC Scheme;
c) Criteria to be met for participation;

d) The number and type of expected participants in the PT/ILC Scheme;

e) Selection of the measurand(s) or characteristics(s) of interest, including information on what the participants are to identify, measure, or test for in the specific round;

f) A description of the range of values or characteristics, or both, to be expected for the proficiency test items;

g) The potential major sources of errors involved in the area of proficiency testing offered;

h) Requirements for the production, quality control, storage and distribution of proficiency test items;

i) Reasonable precautions to prevent collusion between participants or falsification of results, and procedures to be employed if collusion or falsification of results is suspected;

j) A description of the information which is to be supplied to participants and the time schedule for the various phases of the PT/ILC Scheme;

k) For continuous PT/ILC Schemes, the frequency or dates upon which proficiency test items are to be distributed to participants, the deadlines for the return of results by participants and, where appropriate, the dates on which testing or measurement is to be carried out by participants;
l) Any information on methods or procedures which participants need to use to prepare the test material and perform the tests or measurements;
m) Procedures for the test or measurement methods to be used for the homogeneity and stability testing of proficiency test items and, where applicable, to determine their biological viability;

n) Preparation of any standardized reporting formats to be used by participants;

o) A detailed description of the statistical analysis to be used;

p) The origin, metrological traceability and measurement uncertainty of any assigned values;

q) Criteria for the evaluation of performance of participants;

r) A description of the data, interim reports or information to be returned to participants;

s) A description of the extent to which participant results, and the conclusions that will be based on the outcome of the PT/ILC Scheme, are to be made public; and

t) Actions to be taken in the case of lost or damaged proficiency test items.

Preparation of Proficiency Test Items 

The PT/ILC Provider shall establish and implement procedures to ensure that proficiency test items are prepared in accordance with the documented plan.
The PT/ILC Provider shall establish and implement procedures to ensure appropriate acquisition, collection, preparation, handling, storage and, where requires. Disposal of all proficiency test items. The procedures shall ensure that the materials used to manufacture proficiency test items are obtained in accordance with relevant regulatory and ethical requirements.

Proficiency test items should match in terms of matrix, measurands and concentration, as closely as practicable, the types of items or materials encountered in routine testing or calibration.

Where PT/ILC Schemes require participants to prepare or manipulate, or both prepare and manipulate, the proficiency test item and submit it to the PT/ILC Provider, the PT/ILC Provider shall issue instructions for preparation, packaging and transport of the proficiency test item. 
Homogeneity and Stability

Criteria for suitable homogeneity and stability shall be established and shall be based on the effect that inhomogeneity and instability will have on the evaluation of the participants’ performance.
The procedures for the assessment of homogeneity and stability shall be documented and conducted, where applicable, in accordance with appropriate statistical designs. Where possible, the PT/ILC Provider shall use a statistically random selection of a representative number of proficiency test items from the whole batch of test material in order to assess the homogeneity of the material.
The assessment of homogeneity shall normally be performed after the proficiency test items have been packaged in the final form and before distribution to participants unless, for example, stability studies indicate that they should be stored in bulk form.

Proficiency test items shall be demonstrated to be sufficiently stable to ensure that they will not undergo any significant change throughout the proficiency testing, including storage and transport conditions. When this is not possible, the stability shall be quantified and considered as an additional component of the measurement uncertainty associated with the assigned value of the proficiency test item, and/or taken into account in the evaluation of criteria.

When proficiency test items from previous rounds are retained for future use, the property values to be determined in the PT/ILC Scheme shall be confirmed by the PT/ILC Provider prior to distribution.
In circumstances where homogeneity and stability testing is not feasible, the PT/ILC Provider shall demonstrate that the procedure used to collect, produce, package and distribute the proficiency test items are sufficient for the purpose of the proficiency testing.

Statistical design
Statistical designs shall be developed to meet the objectives of the PT/ILC Scheme, based on the nature of the data (quantitative or qualitative, including ordinal and categorical), statistical assumptions, the nature of errors, and the expected number of results.

The PT/ILC Provider shall document the statistical design and data analysis methods to be used to identify the assigned value and evaluate participant results, and shall provide a description of the reasons for their selection and assumptions upon which they are based. The PT/ILC Provider shall be able to demonstrate that statistical assumptions are reasonable and that analyses carried out in accordance with prescribed procedures.
In designing a statistical analysis, the PT/ILC Provider shall give careful consideration to the following

a) The accuracy (trueness and precision) as well as the measurement uncertainty required or expected for each measurand or characteristic in the proficiency testing.

b) The minimum number of participants in the PT/ILC Scheme needed to meet the objectives of the statistical design; in cases where there is an insufficient number of participants to meet these objectives or to produce statistically meaningful analysis of results, the PT/ILC Provider shall document, and provide to participants, details of the alternative approaches used to assess participant performance;

c) The relevance of significant figures to the reported result, including the number of decimal places;

d) The number of proficiency test items to be tested or measured and the number of repeat tests, calculations or measurements to be conducted on each proficiency test item or for each determination;

e) The procedure used to establish the standard deviation for proficiency assessment or other evaluation criteria;
f) Procedure to be used to identify or handle outliers, or both;

g) Where relevant, the procedures for the evaluation of values excluded from statistical analysis; and

h) Where appropriate, the objectives to be met for the design and frequency of proficiency testing rounds.

Assigned values
The PT/ILC Provider shall document the procedure for determining the assigned values for the measurands or characteristics in a particular PT/ILC Scheme. This procedure shall take into account the metrological traceability and measurement uncertainty required to demonstrate that the PT/ILC Scheme is fit for its purpose.

PT/ILC Schemes in the area of calibration shall have assigned values with metrological traceability, including measurement uncertainty.
For PT/ILC Schemes in areas other than calibration, the relevance, needs and feasibility for metrological traceability and associated measurement uncertainty of the assigned value shall be determined by taking into account specified requirements of participants or other interested parties, or by the design of the PT/ILC Scheme.

When a consensus value is used as the assigned value, the PT/ILC Provider shall document the reason for that selection and shall estimate the uncertainty of the assigned value as described in the plan for the PT/ILC Scheme.

The PT/ILC Provider shall have a policy regarding the disclosure of the assigned values. The policy shall ensure that participants cannot gain advantage from early disclosure.

Choice of method or procedure

Participants shall normally be expected to use the test method, calibration or measurement procedure of their choice, which would be consistent with their routine procedures. The PT/ILC Provider may instruct participants to use a specified method in accordance with the design of the PT/ILC Scheme.

Where participants are permitted to use a method of their choice, the PT/ILC Provider shall:

a) Have a policy and follow a procedure regarding comparison of results obtained by different test or measurement methods;

b) Be aware of which different test or measurement methods for any measurand are technically equivalent, and take steps to assess participants’ results using these methods accordingly.

Operation of PT/ILC Schemes

Instructions for participants
The PT/ILC Provider shall give participants sufficient prior notice before sending proficiency test items, providing the date on which the proficiency test items are likely to arrive or to be dispatched, unless the design of the PT/ILC Scheme makes it inappropriate to do so.
The PT/ILC Provider shall give detailed documented instructions to all participants. Instructions to participants shall include:

a) The necessity to treat proficiency test items in the same manner as the majority of routinely tested samples (unless there are particular requirements of the PT/ILC Scheme which require departure from this principle);

b) Details of factors which could influence the testing or calibration of the proficiency test items (such as, the nature of the proficiency test items, conditions of storage, whether the PT/ILC Scheme is limited to select test methods, and the timing of the testing or measurement);

c) Detailed procedure for preparing or conditioning, or both preparing and conditioning, of the proficiency test items before conducting the tests or calibrations;

d) Any appropriate instructions on handling the proficiency test items, including and safety requirement;

e) Any specific environmental conditions for the participant to conduct tests or calibrations, or both, and, if relevant, any requirement for the participant to report relevant environmental conditions during the time of measurement;

f) Specific and detailed instructions on the manner of recording and reporting test or measurement results and associated uncertainties. If the instructions include reporting of the uncertainty of the reported result or measurement, this shall include the coverage factor and, whenever practicable, the coverage probability;
g) The latest date for the PT/ILC Provider to receive the proficiency testing or measurement results for analysis;

h) Information on the contact details of the PT/ILC Provider for enquiries; and

i) Instructions on return of the proficiency test items, when applicable.

Proficiency test items handling and storage
The PT/ILC Provider shall ensure that proficiency test items are appropriately identified and segregated and cannot become contaminated or degraded, from the time of preparation to their distribution to participants.

The PT/ILC Provider shall provide secure storage area or stockrooms, or both, which prevent damage or deterioration of any proficiency test item between preparation and distribution. Appropriate procedures for authorizing dispatch to, and receipt from, such areas shall be defined.
When appropriate, the condition of stored or stocked proficiency test items, chemicals or materials shall be assessed at specific intervals during their storage life in order to detect possible deterioration.

Where potentially hazardous proficiency test items, chemicals and materials are used, facilities shall be available to ensure their safe handling, decontamination and disposal.

Packaging, labeling and distribution of proficiency test items

The PT/ILC Provider shall control packaging and labeling processes to the extent necessary to ensure conformity with relevant national, regional, or international safety and transport requirement.

The PT/ILC Provider shall specify relevant environmental conditions for the transport of proficiency test items. Where relevant, the PT/ILC Provider shall monitor the pertinent environmental conditions of the proficiency test item during the transport and assess the impact of environmental influences on the proficiency test items.

In PT/ILC Schemes where participants are required to transport the proficiency test items to other participants, documented instructions for this transport shall be supplied.

The PT/ILC Provider shall ensure that labels are securely attached to the packaging of individual proficiency test items and are designed to remain legible and intact throughout the proficiency testing round.

The PT/ILC Provider shall follow a procedure to enable the confirmation of delivery of proficiency test items.

Data analysis and evaluation of PT/ILC Scheme results 

Data analysis and records 

All data processing equipment and software shall be validated in accordance with procedures before being brought into use. Computer system maintenance shall include a back-up process and system recovery plan. The results of such maintenance and operational checks shall be recorded.

Results received from participants shall be recorded and analyzed by appropriate methods. Procedures shall be established and implemented to check the validity of data entry, data transfer, statistical analysis, and reporting 

Data analysis shall generate summary statistics and performance statistics, and associated information consistent with the statistical design of the PT/ILC Scheme  

The influence of outliers on summary statistics shall be minimized by the use of robust statistical methods or appropriate tests to detect statistical outliers 

The PT/ILC Provider shall have documented criteria and procedures for dealing with test results that may be inappropriate for statistical evaluation, e.g. miscalculations, transpositions and other gross errors 

The PT/ILC Provider shall have documented criteria and procedures to identify and manage proficiency test items that have been distributed and are subsequently found to be unsuitable for performance evaluation, e.g. because of inhomogeneity, instability, damage or contamination 

Evaluation of performance 
The PT/ILC Provider shall use valid methods of evaluation which meet the purpose of the PT/ILC Scheme. The methods shall be documented and include a description of the basis for the evaluation. The evaluation of performance shall not be subcontracted.

Where appropriate for the purpose of the PT/ILC Scheme, the PT/ILC Provider shall provide expert commentary on the performance of participants with regard to the following:

a) Overall performance against prior expectations, taking measurement uncertainties into account;

b) Variation within and between participants, and comparisons with any previous proficiency testing rounds, similar PT/ILC Schemes, or published precision data;

c) Variation between methods or procedures; 

d) Possible sources of error (with reference to outliers) and suggestions for improving performance; 

e) Advice and educational feedback to participants as part of the continual improvement procedures of participants;

f) Situations where unusual factors make evaluation of results and commentary on performance impossible;

g) Any other suggestions, recommendations or general comments; and 

h) Conclusions. 

Reports

Proficiency test reports shall be clear and comprehensive and include data covering the results of all participants, together with an indication of the performance of individual participants. The authorization of the final report shall not be subcontracted.

Reports shall include the following, unless it is not applicable or the PT/ILC Provider has valid reasons for not doing so:

a) the name and contact details for the PT/ILC Provider;

b) the name and contact details for the coordinator;

c) the name(s), function(s), and signature(s) or equivalent identification of person(s) authorizing the report;

d) an indication of which activities are subcontracted by the PT/ILC Provider;

e) the date of issue and status (e.g. preliminary, interim, or final) of the report;

f) page numbers and a clear indication of the end of the report;

g) a statement of the extent to which results are confidential;

h) the report number and clear identification of the PT/ILC Scheme;

i) a clear description of the proficiency test items used, including necessary details of the proficiency test

j) item's preparation and homogeneity and stability assessment;

k) the participants' results;

l) statistical data and summaries, including assigned values and range of acceptable results and graphical displays;

m) procedures used to establish any assigned value;

n) details of the metrological traceability and measurement uncertainty of any assigned value;

o) procedures used to establish the standard deviation for proficiency assessment, or other criteria for evaluation;

p) procedures used to establish the standard deviation for proficiency assessment, or other criteria for evaluation;

q) comments on participants' performance by the PT/ILC Provider and technical advisers;

r) information about the design and implementation of the PT/ILC Scheme;

s) procedures used to statistically analyze the data;

t) advice on the interpretation of the statistical analysis;
u) comments or recommendations, based on the outcomes of the proficiency testing round.

Reports shall be made available to participants within planned timescales. In sequential PT/ILC Schemes, e.g. where the turn-around time may be very long, and in schemes involving perishable materials, preliminary or anticipated results may be provided before final results are disclosed.

The PT/ILC Provider shall have a policy for the use of reports by individuals and organizations.

When it is necessary to issue a new or amended report for a PT/ILC Scheme, this shall include the following: 

a) a unique identification;

b) a reference to the original report that it replaces or amends; and

c) a statement concerning the reason for the amendment or re-issue.
Communication with participants 

The PT/ILC Provider shall make detailed information available about the PT/ILC Scheme. This shall include:

a) relevant details of the scope of the PT/ILC Scheme;

b) any fees for participation;

c) documented eligibility criteria for participation;

d) confidentiality arrangements; and
e) details of how to apply.

Participants shall be advised promptly by the PT/ILC Provider of any changes in PT/ILC Scheme design or operation.

There shall be documented procedures for enabling participants to appeal against the evaluation of their performance in a PT/ILC Scheme. The availability of this process shall be communicated to PT/ILC Scheme participants.

Relevant records of communications with participants shall be maintained and retained, as appropriate.

If the PT/ILC Provider issues statements of participation or performance, they shall contain sufficient information to not be misleading.
Confidentiality

The identity of participants in a PT/ILC Scheme shall be confidential and known only to persons involved in the operation of the PT/ILC Scheme, unless the participant waives confidentiality.

All information supplied by a participant to the PT/ILC Provider shall be treated as Confidential.

When an interested party requires the proficiency testing results to be directly provided by the PT/ILC Provider, the participants shall be made aware of the arrangement in advance of participation.

In exceptional circumstances, when a regulatory authority requires proficiency testing results to be directly provided to the authority by the PT/ILC Provider, the affected participants shall be notified of this action in writing.
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Annex A

Participating laboratory information (Each laboratory must submit its own Form 28.14 Annex A)

	Company Name
	
	Number of  Participants

	Address 
	
	

	Quality Manager
	

	Phone
	

	FAX
	

	Contact E-Mail
	


Organization conducting the PT/ILC Scheme (PT/ILC Provider)
	Company Name
	

	Address 
	

	Phone
	

	FAX
	

	Contact E-Mail
	


	Names, addresses and affiliation of coordinator(s) and other personnel involved in the design and operation of the proficiency scheme.
	Signatures of coordinator(s) and other personnel involved must sign that they will not allow any reference values be known by any participant.

	
	

	
	

	
	


The Participant(s) in the PT/ILC Scheme

	Company Name
	Address
	Number of Participants

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


PT/ILC Planning
	PT/ILC Planning Requirement
	Provide detailed information or reason for omission, where documents are referenced for brevity; those documents are to be submitted with this form.

	Proficiency Scheme Name
	

	Major Field and Related Discipline(s) Use L-A-B Policy 002.1 for Major Fields and related Disciplines for listing.
	

	Provide a procedure for the manner in which the participants are selected, where appropriate, or criteria which need to be met before participation is allowed.
	

	Describe the selection of the measurand(s) or characteristics(s) of interest, including information on what the participants are to identify, measure, or test for in this PT/ILC Scheme. 
	

	Describe the range of values or characteristics, or both, to be expected for the proficiency test items.
	

	Identify the potential major sources of errors involved in the area of proficiency testing offered.
	

	Define requirements for the production, quality control, storage and distribution of proficiency test items.
	

	Identify reasonable precautions to prevent collusion between participants or falsification of results, and procedures to be employed if collusion or falsification of results is suspected.
	

	Describe the information which is to be supplied to participants and the time schedule for the various phases of the PT/ILC Scheme.
	

	for continuous PT/ILC Schemes (up to 3 years), the frequency or dates upon which proficiency test items are to be distributed to participants, the deadlines for the return of results by participants and, where appropriate, the dates on which testing or measurement is to be carried out by participants.
	

	Provide information on methods or procedures which participants need to use to prepare the test material and perform the tests or measurements.
	

	Define procedures for the test or measurement methods to be used for the homogeneity and stability testing of proficiency test items and, where applicable, to determine their biological viability.
	

	Identify preparation of any standardized reporting formats to be used by participants.
	

	Provide a detailed description of the statistical analysis to be used.
	

	Describe the origin, metrological traceability and measurement uncertainty of any assigned values.
	

	Define criteria for the evaluation of performance of participants.
	

	Provide a description of the data, interim reports or information to be returned to participants.
	

	Provide a description of the extent to which participant results, and the conclusions that will be based on the outcome of the PT/ILC Scheme, are to be made public.
	

	Define actions to be taken in the case of lost or damaged proficiency test items.
	


Preparation of Proficiency Test Items

	Preparation of Proficiency Test Items Requirement
	Provide detailed information or reason for omission, where documents are referenced for brevity; those documents are to be submitted with this form.

	Provide evidence that procedures have been established and implemented to ensure that proficiency test items are prepared in accordance with the documented plan.
	

	Provide evidence that procedures have been established and implemented to ensure appropriate acquisition, collection, preparation, handling, storage and, where required disposal of all proficiency test items. The procedures shall ensure that the materials used to manufacture proficiency test items are obtained in accordance with relevant regulatory and ethical requirements.
	

	Where PT/ILC Schemes require participants to prepare or manipulate, or both prepare and manipulate, the proficiency test item and submit it to the PT/ILC Provider, verify the issues instructions for preparation, packaging and transport of the proficiency test item.
	


Homogeneity and Stability

	Homogeneity and stability requirement
	Provide detailed information or reason for omission, where documents are referenced for brevity; those documents are to be submitted with this form.

	Provide evidence that procedures have been established and implemented to ensure that proficiency test items are prepared in accordance with the documented plan
	

	Establish criteria for suitable homogeneity and stability based on the effect that inhomogeneity and instability will have on the evaluation of the participants’ performance
	

	Provide the procedures for the assessment of homogeneity and stability, these shall be documented and conducted, where applicable, in accordance with appropriate statistical designs. Where possible, the PT/ILC Provider shall use a statistically random selection of a representative number of proficiency test items from the whole batch of test material in order to assess the homogeneity of the material.
	

	Provide evidence that proficiency test items have been demonstrated to be sufficiently stable to ensure that they will not undergo any significant change throughout the proficiency testing, including storage and transport conditions. When this is not possible, the stability shall be quantified and considered as an additional component of the measurement uncertainty associated with the assigned value of the proficiency test item, and/or taken into account in the evaluation of criteria.
	

	Provide evidence that when proficiency test items from previous rounds are retained for future use, the property values to be determined in the PT/ILC Scheme shall be confirmed by the PT/ILC Provider prior to distribution.
	

	In circumstances where homogeneity and stability testing is not feasible, provide the procedure used to collect, produce, package and distribute the proficiency test items sufficient for the purpose of the proficiency testing.
	


Statistical Design

	Statistical Design Requirement
	Provide detailed information or reason for omission, where documents are referenced for brevity; those documents are to be submitted with this form.

	Provide a statistical design developed to meet the objectives of the PT/ILC Scheme, based on the nature of the data (quantitative or qualitative, including ordinal and categorical), statistical assumptions, the nature of errors, and the expected number of results.
	

	Provide the documented statistical design and data analysis methods to be used to identify the assigned value and evaluate participant results, and provide a description of the reasons for their selection and assumptions upon which they are based. Provide demonstration that statistical assumptions are reasonable and that analyses carried out in accordance with prescribed procedures.
	

	Provide evidence that careful consideration has been given to the following:
	

	a) the accuracy (trueness and precision) as well as the measurement uncertainty required or expected for each measurand or characteristic in the proficiency testing;
	

	b) The minimum number of participants in the PT/ILC Scheme needed to meet the objectives of the statistical design; in cases where there is an insufficient number of participants to meet these objectives or to produce statistically meaningful analysis of results, the PT/ILC Provider shall document, and provide to participants, details of the alternative approaches used to assess participant performance;
	

	c) The relevance of significant figures to the reported result, including the number of decimal places;
	

	d) The number of proficiency test items to be tested or measured and the number of repeat tests, calculations or measurements to be conducted on each proficiency test item or for each determination;
	

	e) The procedure used to establish the standard deviation for proficiency assessment or other evaluation criteria;
	

	f) Procedure to be used to identify or handle outliers, or both;
	

	g) Where relevant, the procedures for the evaluation of values excluded from statistical analysis;
	

	h) Where appropriate, the objectives to be met for the design and frequency of proficiency testing rounds.
	


Assigned Values

	Assigned Values Requirement
	Provide detailed information or reason for omission, where documents are referenced for brevity; those documents are to be submitted with this form.

	Provide the procedure for determining the assigned values for the measurands or characteristics in a particular PT/ILC Scheme. This procedure shall take into account the metrological traceability and measurement uncertainty required to demonstrate that the PT/ILC Scheme is fit for its purpose.
	

	Provide evidence that calibration PT/ILC Schemes have assigned values with metrological traceability, including measurement uncertainty.
	

	Provide evidence that PT/ILC Schemes in areas other than calibration, the relevance, needs and feasibility for metrological traceability and associated measurement uncertainty of the assigned value shall be determined by taking into account specified requirements of participants or other interested parties, or by the design of the PT/ILC Scheme.
	

	Provide evidence that when a consensus value is used as the assigned value, the PT/ILC Provider shall document the reason for that selection and shall estimate the uncertainty of the assigned value as described in the plan for the PT/ILC Scheme.
	

	Provide the policy regarding the disclosure of the assigned values. The policy shall ensure that participants cannot gain advantage from early disclosure.
	


Choice of Method or Procedure

	Choice of method or procedure requirement
	Provide detailed information or reason for omission, where documents are referenced for brevity; those documents are to be submitted with this form.

	Provide instructions to participants to use a specified method in accordance with the design of the PT/ILC Scheme if necessary.
	

	Where participants are permitted to use a method of their choice, provide evidence of the following:
	

	a) The policy and procedure regarding comparison of results obtained by different test or measurement methods.
	

	b) Awareness of which different test or measurement methods for any measurand are technically equivalent, and take steps to assess participants’ results using these methods accordingly.
	


Operation of PT/ILC Schemes

	Operation of PT/ILC Scheme Requirement
	Provide detailed information or reason for omission, where documents are referenced for brevity; those documents are to be submitted with this form.

	Provide evidence of sufficient prior notice before sending proficiency test items, providing the date on which the proficiency test items are likely to arrive or to be dispatched, unless the design of the PT/ILC Scheme makes it inappropriate to do so.
	

	Provide evidence of detailed documented instructions to all participants. Instructions to participants shall include:
	

	a) the necessity to treat proficiency test items in the same manner as the majority of routinely tested samples (unless there are particular requirements of the PT/ILC Scheme which require departure from this principle);
	

	b) details of factors which could influence the testing or calibration of the proficiency test items (such as, the nature of the proficiency test items, conditions of storage, whether the PT/ILC Scheme is limited to select test methods, and the timing of the testing or measurement);
	

	c) detailed procedure for preparing or conditioning, or both preparing and conditioning, of the proficiency test items before conducting the tests or calibrations;
	

	d) any appropriate instructions on handling the proficiency test items, including and safety requirement;
	

	e) any appropriate instructions on handling the proficiency test items, including and safety requirement;
	

	f) specific and detailed instructions on the manner of recording and reporting test or measurement results and associated uncertainties. If the instructions include reporting of the uncertainty of the reported result or measurement, this shall include the coverage factor and, whenever practicable, the coverage probability;
	

	g) the latest date for the PT/ILC Provider to receive the proficiency testing or measurement results for analysis;
	

	h) information on the contact details of the PT/ILC Provider for enquiries;
	

	i) instructions on return of the proficiency test items, when applicable.
	

	Provide evidence that proficiency test items are appropriately identified and segregated and cannot become contaminated or degraded, from the time of preparation to their distribution to participants.
	

	Provide evidence of secure storage area or stockrooms, or both, which prevent damage or deterioration of any proficiency test item between preparation and distribution. Appropriate procedures for authorizing dispatch to, and receipt from, such areas shall be defined.
	

	Provide evidence where appropriate, that the condition of stored or stocked proficiency test items, chemicals or materials shall be assessed at specific intervals during their storage life in order to detect possible deterioration.
	

	Provide evidence where potentially hazardous proficiency test items, chemicals and materials are used, facilities shall be available to ensure their safe handling, decontamination and disposal.
	

	Provide evidence of control of packaging and labeling processes to the extent necessary to ensure conformity with relevant national, regional, or international safety and transport requirement.
	

	Provide evidence of specifications of relevant environmental conditions for the transport of proficiency test items. Where relevant, the PT/ILC Provider shall monitor the pertinent environmental conditions of the proficiency test item during the transport and assess the impact of environmental influences on the proficiency test items.
	

	Provide documented instructions for this transport supplied in PT/ILC Schemes where participants are required to transport the proficiency test items to other participants.
	

	Provide the procedure for the confirmation of delivery of proficiency test items.
	

	Provide evidence of the validation of all data processing equipment and software in accordance with procedures before being brought into use. Computer system maintenance shall include a back-up process and system recovery plan. The results of such maintenance and operational checks shall be recorded.
	

	Provide evidence that results received from participants are recorded and analyzed by appropriate methods. Procedures shall be established and implemented to check the validity of data entry, data transfer, statistical analysis, and reporting.
	

	Provide evidence of data analysis generating summary statistics and performance statistics, and associated information consistent with the statistical design of the PT/ILC Scheme.
	

	Provide evidence that the influence of outliers on summary statistics are minimized by the use of robust statistical methods or appropriate tests to detect statistical outliers.
	

	Provide the documented criteria and procedures for dealing with test results that may be inappropriate for statistical evaluation, e.g. miscalculations, transpositions and other gross errors.
	

	Provide the documented criteria and procedures to identify and manage proficiency test items that have been distributed and are subsequently found to be unsuitable for performance evaluation.
	

	Provide the methods of evaluation which meet the purpose of the PT/ILC Scheme. The methods shall be documented and include a description of the basis for the evaluation. The evaluation of performance shall not be subcontracted.
	

	Where appropriate for the purpose of the PT/ILC Scheme, provide expert commentary on the performance of participants with regard to the following.
	

	a) overall performance against prior expectations, taking measurement uncertainties into account;
	

	b) variation within and between participants, and comparisons with any previous proficiency testing rounds, similar PT/ILC Schemes, or published precision data;
	

	c) variation between methods or procedures;
	

	d) possible sources of error (with reference to outliers) and suggestions for improving performance;
	

	e) advice and educational feedback to participants as part of the continual improvement procedures of participants;
	

	f) situations where unusual factors make evaluation of results and commentary on performance impossible;
	

	g) any other suggestions, recommendations or general comments;
	

	h) conclusions.
	


Reports

	Reports requirement
	Provide detailed information or reason for omission, where documents are referenced for brevity; those documents are to be submitted with this form.

	Provide evidence that proficiency test reports are clear and comprehensive and include data covering the results of all participants, together with an indication of the performance of individual participants. The authorization of the final report shall not be subcontracted.
	

	Reports shall include the following, unless it is not applicable or the PT/ILC Provider has valid reasons for not doing so:
	

	a) the name and contact details for the PT/ILC Provider;
	

	b) the name and contact details for the coordinator;
	

	c) the name(s), function(s), and signature(s) or equivalent identification of person(s) authorizing the report;
	

	d) an indication of which activities are subcontracted by the PT/ILC Provider;
	

	e) the date of issue and status (e.g. preliminary, interim, or final) of the report;
	

	f) page numbers and a clear indication of the end of the report;
	

	g) a statement of the extent to which results are confidential;
	

	h) the report number and clear identification of the PT/ILC Scheme;
	

	i) a clear description of the proficiency test items used, including necessary details of the proficiency test;
	

	j) item's preparation and homogeneity and stability assessment;
	

	k) the participants' results;
	

	l) statistical data and summaries, including assigned values and range of acceptable results and graphical displays;
	

	m) procedures used to establish any assigned value;
	

	n) details of the metrological traceability and measurement uncertainty of any assigned value;
	

	o) procedures used to establish the standard deviation for proficiency assessment, or other criteria for evaluation;
	

	p) procedures used to establish the standard deviation for proficiency assessment, or other criteria for evaluation;
	

	q) comments on participants' performance by the PT/ILC Provider and technical advisers;
	

	r) information about the design and implementation of the PT/ILC Scheme;
	

	s) procedures used to statistically analyze the data;
	

	t) advice on the interpretation of the statistical analysis;
	

	u) comments or recommendations, based on the outcomes of the proficiency testing round.
	

	Provide evidence that reports are made available to participants within planned timescales. In sequential PT/ILC Schemes, e.g. where the turn-around time may be very long, and in schemes involving perishable materials, preliminary or anticipated results may be provided before final results are disclosed.
	

	Provide the policy for the use of reports by individuals and organizations.
	

	When it is necessary to issue a new or amended report for a PT/ILC Scheme, this shall include the following:
	

	a) a unique identification;
	

	b) a reference to the original report that it replaces or amends;
	

	c) a statement concerning the reason for the amendment or re-issue.
	


Communication with Participants

	Communication with participants requirement
	Provide detailed information or reason for omission, where documents are referenced for brevity; those documents are to be submitted with this form.

	Provide evidence that detailed information is made available about the PT/ILC Scheme. This shall include:
	

	a) relevant details of the scope of the PT/ILC Scheme;
	

	b) any fees for participation;
	

	c) documented eligibility criteria for participation;
	

	d) confidentiality arrangements;
	

	e) details of how to apply.
	

	Provide evidence that participants would be advised promptly by the PT/ILC Provider of any changes in PT/ILC Scheme design or operation occurred.
	

	Provide the procedures for enabling participants to appeal against the evaluation of their performance in a PT/ILC Scheme. The availability of this process shall be communicated to PT/ILC Scheme participants.
	

	Provide evidence that relevant records of communications with participants are maintained and retained, as appropriate.
	

	Provide evidence that the issuance of statements of participation or performance contain sufficient information to not be misleading.
	


Confidentiality

	Confidentiality Requirement
	Provide detailed information or reason for omission, where documents are referenced for brevity; those documents are to be submitted with this form.

	Provide evidence that the identity of participants in a PT/ILC Scheme shall be confidential and known only to persons involved in the operation of the PT/ILC Scheme, unless the participant waives confidentiality.
	

	Provide evidence that all information supplied by a participant to the PT/ILC Provider shall be treated as Confidential.
	

	Provide evidence that when an interested party requires the proficiency testing results to be directly provided by the PT/ILC Provider, the participants shall be made aware of the arrangement in advance of participation.
	

	In exceptional circumstances, when a regulatory authority requires proficiency testing results to be directly provided to the authority by the PT/ILC Provider, provide evidence that the affected participants is notified of this action in writing.
	


PT/ILC Scheme Approval by L-A-B
	Client Laboratory
	PT/ILC Name

	
	

	Major Field w/ Related Discipline
	L-A-B Staff Approval
	Approval Date
	Project Year
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