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Conformity assessment 0 General
requirements for proficiency testing

What is proficiency testing?

What are benefits of proficiency testing?



= \What Is Proficiency Testing? “=

Proficiency Testing Is the evaluation
of participant performance

by means of interlaboratory
comparisons.
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Terms & Definitions %
ISO/IEC 17043:2010 -

Proficiency testing provider:

organization which takes responsibility for all
tasks in the development and operation of

a proficiency testing scheme

Proficiency test item:

sample, product, artefact, reference material,
piece of equipment, measurement standard,
data set or other information used for
proficiency testing




Terms & Definitions %
ISO/IEC 17043:2010

Participant:

laboratory, organization or individual that

receives proficiency test items and submits

results for review by the proficiency testing provider

Interlaboratory comparison:

organization, performance and evaluation of
measurements or tests on the same or similar items
by two or more laboratories in accordance with
predetermined conditions




Terms & Definitions (v}
ISO/IEC 17043:2010

Proficiency testing round: |

single complete sequence of distribution of
proficiency test items, and the evaluation
and reporting of results to the participants

Proficiency testing scheme:

proficiency testing designed and operated In
one or more rounds for a specified area of
testing, measurement, calibration or inspectio
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Benefits of proficiency testing =

a) evaluation of the performance of
laboratories for specific tests and monitoring
laboratories continuing performance.

b) identification of problems in laboratories
and initiation of actions for improvement e.g.
-inadequate test,

-effectiveness of staff training.
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Benefits of proficiency testing =

c) establishment of the effectiveness and
comparability of test or measurement methods

d) provision of additional confidence to
laboratory customers.
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Benefits of proficiency testing ™=
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f) education of participating laboratories
based on the outcomes of such comparisons.

1) assighment of values to reference materials.
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Benefits of proficiency testing =

j) support for ANMI ke
comparisons conducted by BIPM,

and regional metrology organizations
e.g. APMP.

k) support for nNnASEAN

|) support for laboratory accreditation.
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Benefits of accredited PTP Q{
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1. international criteria applied and
international recognition

2. business success/ more accepted on
overseas markets

3. precision, reliability and confidence iIn
the results are clearly demonstrated.

4. labs and ABs will be more confident to use
the results of external proficiency testing
schemes in the accreditation process.
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International Laboratory Accreditation Cooperation(ILAC)

I [MRA

Asia Pacific Laboratory Cooperation(APLAC)

MRA

Accreditation body
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1. Scope

2. Normative references

3. Terms and definitions

4.Technical Requirement

4.1 General

4.2 Personnel

4.3 Equipment, accommodation and environment
4.4 Design of proficiency testing schemes

4.5 Choice of method of procedure

4.6 Operation of proficiency testing schemes

4.7 Data analysis and evaluation of proficiency testing scheme results
4.8 Reports

4.9 Communication with participants

4.10 Confidentiality
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ISO/IEC 17043: 2010

5 Management requirements

5.1 Organization

5.2 Management system

5.3 Document control

5.4 Review of requests, tenders and contracts
5.5 Subcontracting services

5.6 Purchasing services and supplies

5.7 Service to the customer

5.8 Complaints and appeals
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ISO/IEC 17043: 2010

5.9 Control of nonconforming work
5.10 Improvement

5.11 Corrective actions

5.12 Preventive action

5.13 Control of records

5.14 Internal audits

5.15 Management reviews
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5.1 Organization

5.1.1 PT Provider legally identifiable

A PT provider, or the organization of which it is part, shall be
an entity that is legally identifiable and accountable.

Organization
(individual )
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5.1 Organization A

5.1.2 PT operation shall meet ISO/IEC 17025
requirements and satisfy the needs of:

A Participants: LAB
A regulatory authorities: RB
A organizations providing recognition: AB

5.1.3 PT work shall cover:
A permanent facilities
A at sites
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5.1.4 identify responsibility of key personnel and potential
conflict of interest.

5.1.5 define the organization and management structure:
technical management and quality manager.

Top management - - -
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5.1 Organization Sy
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5.2 Management system W)

5.2.1 establish, implement and maintain
management system.

5.2.2 define and document policies, programes,
procedures and instructions to the quality all of
proficiency testing.

5.2.3 Top management : issue quality policy
statement.

5.2.4 Top management: implement of the
management system and continual improvement.
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5.2 Management system W)

5.2.5 Top management: communicate to the
organization the importance of meeting customer
requirements and regulatory requirements.

5.2.6 structure of the documentation
used In management system
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Documentation W

uality manual

/ Quality procedure

/ Standard operating piocedul

/ Supporting document




5.2 Management system )
5.2.7 Define roles and responsibilities of technical

management and quality manager.

5.2.8 Top management : ensure the integrity of
the management system is maintained when
changes to the management system.
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5.3 Document control v

5.3.1 Establish and maintain procedures to
Control all documents.

5.3.2 Master list:

5.3.3 Document change

5.3.3.1 Review and approve documents.
5.3.3.3 Altered or new text.

5.3.3.4 Documents in computerized systems.
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\_# 5.4 Review of requests, tenders and contracts %’

Who 1 s PTPOSsS custo

5.4.1 review of capability and resources
5.4.2 Records of reviews and any changes
5.4.3 Review includes subcontracted work
5.4.4 Notification of contract or desig
deviation

5.4.5 Contract amendments and
communication
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5.5 Subcontracting services )
5.5.1 Subcontractor competency

5.5.2 PTP shall not subcontract:
a) planning of the proficiency test scheme
b) evaluation of performance
c) authorization of the final report
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5.5 Subcontracting services W
5.5.3 PTP shall inform participants, in advance of
subcontracting service.

5.5.4 PTP shall responsible for subcontract work
5.5.5 Maintain records of the scope of
subcontracting and the competence assessment

against relevant parts
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5.6 Purchasing services & supplies %%$

g

What is PTP purchasing services & supplies?
5.6.1 selection of services and supplies

5.6.2 iInspected and verification of purchases
supplies

5.6.3 Purchasing documents shall be reviewed and
approved for technical content.
5.6.4 Evaluation and listing of suppliers
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5.7 Service to customer 2

5.7.1 PTP shall cooperation with participants and
customers.

5.7.2 PTP shall seek feedback from its customers
and use it for improvement.
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5.8 Complaints and appeals %%$

g

What is the difference between
complaints and appeals?

PTP shall resolve of complaints and appeals
And maintain records.
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5.9 Control of nonconforming work %%{

g

Nonconfor ming wor k: PT
conform to its own procedures or the agreed
requirements of its customers
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5.9 Control of nonconforming work ~ §¥
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5.9.1 PTP shall implement of NC work:
a) designate responsibilities for the NC work

b) evaluate of the significance of the NC work

c) action is taken immediately

d) customers are informed and the PT test items or
reports already sent to participants are recalled or

disregarded

5.9.2 Corrective actions shall be promptly followed.
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5.10 Improvement &

5.10 The PTP shall continually improve the
effectiveness of its management system
through the use of the quality policy, quality
objectives, audit results, analysis of data,
corrective and preventive actions and
management review.

37



3

ﬂ’-b.,\
%
: @ :
- 2
= =
2

bl

N

%‘m ¥ r,\,-0

5.11 Corrective actions 2

5.11.1 Policies and procedures for corrective
actions

5.11.2 Cause analysis: Root cause analysis

5.11.3 Selection and implementation of
corrective actions

5.11.4 Monitoring of corrective actions
5.11.5 Additional audits
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5.12 Preventive actions W
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5.12.1 Areas for Improvements
and potential sources of nonconforming work
shall be identified.

5.12.2 Initiation of effective actions nd controls
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5.13 Control of records &

5.13.1 General

5.13.1.1 Procedures for control of records
5.13.1.2 Record integrity and retrievable
5.13.1.3 Security and confidentiality
5.13.1.4 Protection of electronic records

5.13.2 Technical records

5.13.2.1 Retain records of all technical data
5.13.2.2 Recording and identification of information
5.13.2.3 Corrections of record
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5.14 Internal audits W)

5.14.1 Requirements for regular internal audits
of its activities periodically

5.14.2 Implementation of corrective actions

5.14.3 Recording audit findings and corrective
Actions

5.14.4 Follow up audit verification
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5.15.1Periodically conduct a review of the PTP's
management system and PT activities

Reviews shall take account of:
a) the suitability of policies and procedures

b) reports from management and supervisory
personnel

c) the outcome of recent internal audits
d) corrective and preventive actions
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e) assessments by external bodies

f) changes in the volume and type of work

g) customer, advisory group or participant feedback
h) complaints and appeals

1) recommendations for improvement; and

]) other relevant factors, such as resources and staff
training

5.15.2 Implementation of actions recorded and
within agreed time scale
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PT Provider Accreditatio

LABORATORY ACCREDITATION

\ BLA-DSS '
0

APLAC
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Scope of Accreditation

PT Provider
ISO/IEC 17043

: 3

45



BLA-DSS
PT Provider Accreditation

Accredited PT Providers
. Medical Testing 4
. Testing 2
. Testing 1 Philippine
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Training on ISO/IEC 17043:2010 for USCDC Vietnam
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Training on ISO/IEC 17043:2010 for USCDC Vietnam



