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Module 3: NEQA panel design and composition
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o The
Fleming Fund

* Process requirements

 EQAsIa overview



o The
Fleming Fund

« Key points in PT and EQA provider requirements:

« General Requirements: Impartiality and Confidentiality
Organizational structure and documentation
Personnel authority and responsibilities

PT vs EQA programs

Ensuring validity of PT activities
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o The
Fleming Fund

e Establishing, contracting, and communicating PT scheme
objectives:

Detailed information for PT scheme participants:

* Objective and Scheme Details: Clear objectives and relevant details of the PT
scheme.

« Participation Criteria: Criteria required for participation in the PT scheme.

« Performance Evaluation Criteria: Criteria for determining assigned values and
evaluating performance.

« Confidentiality Arrangements: Protocols for ensuring confidentiality of participant
information.

« Timelines: Critical timelines for various phases of the PT scheme.
 Participation Fees: Any associated fees for participation in the PT scheme.
« Application Process: Details on how to apply for participation.



o The
Fleming Fund

e Establishing, contracting, and communicating PT scheme
objectives:

« Communication and Change Management:
« Timely communication of PT scheme changes to participants and customers.

« Maintenance and retention of records for relevant communications by the PT
provider.



o The

Q Fleming Fund

* Designing and planning the PT scheme:

 The PT provider identifies, designs, and plans activities critical to the
validity of the PT scheme.

 Activities are executed in compliance with prescribed procedures.

* Relevant standards and requirements (e.g., ISO/IEC 17025, I1SO
15189, ISO/IEC 17020) are considered in scheme design and
planning.

« Safety and ethical considerations are integrated into the scheme
design process.



o The
Fleming Fund

* Designing and planning the PT scheme:

> Prior to the commencement of the PT scheme:

« The PT provider shall develop a documented plan
 Qutlining objectives, purpose, and basic design

« The plan includes critical information and rationale for specific selections or
exclusions



o The
Fleming Fund

* Designing and planning the PT scheme:

» The plan includes critical information and rationale for specific
selections or exclusions such as:
* Personnel involved in PT scheme design and operation.
 Activities and external providers with contact details.
« Criteria for participation.
« Number and types of expected participants.
» Description of participant activities and expected results.
* Range of values or characteristics for PT items.
« Potential major sources of errors.
« Requirements for PT item production, quality control, storage, and distribution.

* Procedures to prevent collusion or falsification of results, with protocols for
suspected cases.

 Information provided to participants and the schedule for PT scheme phases.



o The
Fleming Fund

* Designing and planning the PT scheme:

» The plan includes critical information and rationale for specific
selections or exclusions such as:
« Distribution schedule and deadlines for participant actions.
* Instructions for handling PT items.
* Procedures for homogeneity, stability, and biological viability testing of PT items.
« Standardized reporting formats for participants.
» Detalled statistical analysis methodology.
 Origin, metrological traceabllity, and uncertainty of assigned values.
« Treatment of results from different methods.
« Criteria for evaluating participant performance.
« Data, reports, or information shared with participants.
« Public or shared dissemination of participant results and scheme outcomes.
 Protocols for lost, delayed, or damaged PT items.



o The
Fleming Fund

* Producing and distributing PT items:

« The PT provider establishes procedures aligned with the PT scheme's plan and
purpose.

* Implements protocols for selection, acquisition, collection, identification,
preparation, handling, storage, and disposal of PT items.

« PT items simulate routine laboratory materials.

* Issues clear instructions for participant involvement in sampling, preparation, and
submission



o The
Fleming Fund

* Producing and distributing PT items:

* PT items must demonstrate sufficient stability to avoid significant changes during
the PT round, including storage and transport.

« If stability cannot be guaranteed, it is quantified and considered as part of the
uncertainty associated with the assigned value or evaluation criteria.



o The
Fleming Fund

* Producing and distributing PT items:

« PT items must be appropriately identified and stored to prevent contamination,
damage, or deterioration from production to distribution.

« The PT provider implements procedures for dispatching to and receiving from
storage.

* Regular assessments of stored PT items are conducted to detect possible
deterioration.

 Facilities are in place for safe handling, decontamination, and disposal of
potentially hazardous PT items.



o The
Fleming Fund

* Producing and distributing PT items:

« Control of packaging and labeling processes to ensure conformity with safety and
transport requirements.

« Documentation of relevant environmental conditions for PT item transport, with
monitoring if necessary.

 Provision of documented transport instructions for participants, ensuring PT item
validity.

« Secure attachment of legible labels to PT item packaging throughout the PT
round.

« Confirmation procedure for PT item delivery.



o The
Fleming Fund

* Producing and distributing PT items:

« PT provider notifies participants with sufficient advance notice before sending PT
items, providing estimated arrival or dispatch dates.

« Detailed documented instructions are provided to participants, ensuring clarity and
adherence to PT scheme requirements.



o The
Fleming Fund

* Producing and distributing PT items:

>

PT provider provides comprehensive documented instructions to
participants covering essential aspects:

« Treating PT items like routine samples, using routine methods unless specified
otherwise.

« Factors influencing measurements/tests (e.g., nature of PT items, storage
conditions).

« Preparation/conditioning instructions before measurements/tests.

« Handling instructions and safety requirements.

« Environmental conditions for measurements/tests and reporting requirements.

« Detailed instructions for recording, reporting results, and associated uncertainties.
« Method details if not specified.

« Return/forwarding instructions (if applicable).

« Deadline for result submission.

« Contact details for inquiries.



o The
Fleming Fund

- Evaluating and reporting PT scheme results:

* The process involves three major steps:

« Data analysis
« Evaluation of performance
* PT reports



o The
Fleming Fund

- Evaluating and reporting PT scheme results:
« Data analysis:

* Results received from participants are recorded and analyzed using
appropriate methods.

« Procedures ensure validity of data entry, transfer, statistical analysis, and
reporting.

« Analysis generates summary statistics and performance metrics consistent
with PT scheme design.

« QOutliers are managed using suitable statistical approaches.

« Documented criteria for handling results from different methods and dealing
with errors.



o The
Fleming Fund

- Evaluating and reporting PT scheme results:

 Evaluation of performance:

« Use of valid evaluation methods aligned with PT scheme objectives.
« Documentation of methods with clear basis for evaluation.
« Expert commentary on participant performance, including:

Overall performance against expectations, considering measurement
uncertainties.

Variation within and between participants, comparisons with previous
rounds or similar schemes.

Differences between measurement methods and identification of error
sources.

Feedback and improvement suggestions for participants.

Handling of unusual factors affecting evaluation and providing
conclusions.



o The
Fleming Fund

- Evaluating and reporting PT scheme results:

* PT reports:
« Reports are clear, accurate, objective, and comprehensive.

* Include data from all participants, highlighting individual performance.
« Summarize results when reporting all original data is impractical, using
tables or graphs.



o The
Fleming Fund

- Evaluating and reporting PT scheme results:

* Elements of PT reports:
« PT provider's name and contact details.
 Authorization details for the report.
* Indication of external provider involvement.
« Date and status of the report.
« Unique identification and confidentiality statement.
« Description of PT items, production detalils, and stability assessment.
 Participant results with reported uncertainties.
« Statistical analysis methods and data summaries.
« Metrological traceability and uncertainty of assigned values.
« Performance comments and scheme implementation detalls.
« Recommendations and outcome interpretations.



o The
Fleming Fund

« Controlling the PT scheme process:

« Technical records with results and reports.

 Information to identify PT performance factors.

« Record details including dates and responsible personnel.
 Validation of information management systems.
 Authorization and validation of software changes.



o The
Fleming Fund

« Managing complaints and appeals:

* Process for receiving, substantiating, and investigating complaints.
* Tracking and recording complaints with resolution actions.
* Ensuring appropriate actions are taken.



The

Fleming Fund EQAsIia Overview

One-health approach: using WHO-GLASS and FAO priority
pathogens.

One Shop design: Unique opportunity for NRLs and centers
of excellence to improve their capacity on AST of both clinical
and food/animal priority pathogens.

Two EQA trials per year.
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Comprehensive testing and preparation of strains before
each EQA round.
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Implementation of EQAs using similar informatic module tool
as in European EQA programmes on AMR.
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The

Fleming Fund EQAsIia Overview

EQAsia program - Building capacity on AST - NRLs and Regional Laboratories Tem pIates!

One Health approach
WHO — GLASS priority pathogens (human health)
FAO — Priority pathogens (animal health and food safety)

eSelection of test strains Y
*Protocol sConsultation visits for underperforming laboratories regarding AST
rotocols i i i o methodologies and QMS
EQAS e|nternal verification with expert stakeholders Tralnlng
(2 rounds per year (site visits, ~
of PT on AS i
f 7 R . webinars, *CAPA recommendations
ePreparation of webtool for handling expected results workshops)
J
N
*2 Webinars per year. Each after every EQA
sAnnouncement to participants 10 J
~
*1 Workshop (3-5 days covering topics of AST and QMS)
11
*Send parcels J
-
*Submission of results from participant laboratories
*Evaluation of AST performance
-
*Individual reporting
*Summary reporting
S Acronyms
AST: Antimicrobial Susceptibility Testing
h GLASS: Global Antimicrobial Resistance Surveillance System
*Selection of underperforming laboratories for consultation PT: Proficiency Test
QMSs: Quality Management Systems
CAPA: Corrective and Preventing Actions
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