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Introduction

Lead assessor is required to review the information provided by the Proficiency Testing Provider

(PTP) in line with NABL policies relevant to applicant PTP. This document review checklist is for

providing remarks/ comments on the overall completeness of the information on the application

forms and the quality manual / management system document in conformance with the
requirements of ISO/IEC 17043:2023.

Lead assessor is required to submit the Document Review Report (DRR) directly to NABL within

10 days along with duly filled Form 74 ‘Declaration of Impartiality and Confidentiality’.

Annexure- Form-74 ‘Declaration of Impartiality and Confidentiality’
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Document Review Checklist (as per ISO/IEC 17043:2023)

(Remarks / Comments of Lead Assessor on Application form &
Quality Manual / Management System Document)

Name and Address of the PTP

Name of Lead Assessor (with Assessor ID)

Date of Document Review

Part ‘A’ - Comments on Completeness of Application (NABL 180)

S. No.

Requirements as per Application
form

Adequate/ Inadequate (if inadequate, mention
comments)

Name and location details of the PTP

Legal identity

Details on other accreditations

Information on PT Schemes

Scope of the PTP

Required details of senior management

Niojak~wiN e

Proposed personnel to give opinions
and interpretations; and authorize the
issue of proficiency testing reports

©

Organization chart of the PTP

Details of staff

10.

Details of Steering/ Advisory committee

11.

List of equipment/ Reference materials/
reference standards

12.

Internal audit

13.

Management Review

14,

Any general points

Part ‘B’ - Remarks on Quality Manual/ Management System Document

The Assessor must review the laboratory’s documented management system to verify
compliance with the requirements of ISO/IEC 17043: 2023 and it can be assessed further
to verify that the documented management system is indeed implemented as described,
record conclusion/comments related to any requirements. All non-conformity (ies) must be
identified and reported.
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REQUIREMENTS OF ISO/IEC 17043: 2023

DOCUMENTATION
IMPLEMENTATION
OBSERVATIONS/CONCLUSION

4 | GENERAL REQUIREMENTS

41| IMPARTIALITY

41.1

PT activities shall be undertaken impartially.

41.2

The PT provider shall be structured and managed so as
to safeguard impartiality.

4.13

The PT provider shall be responsible for the impartiality of
its PT activities and shall not allow commercial, financial
or other pressures to compromise its impatrtiality.

41.4

The PT provider shall monitor its activities and its
relationships to identify threats to its impartiality. This
monitoring shall include the relationships of its personnel.

NOTE A relationship can be based on ownership,
governance, management, personnel, shared resources,
finances, contracts or marketing (including branding).
Such relationships do not necessarily present a PT
provider with a threat to impartiality.

4.1.5

If a threat to impartiality is identified, its effect shall be
eliminated or minimized so that the impartiality is not
compromised.

4.1.6

The PT provider shall have top management commitment
to impartiality.

4.2| CONFIDENTIALITY

4.2.1

The PT provider shall be responsible, through legally
enforceable agreements, for the management of all
information obtained or created during the performance of
PT activities. The PT provider shall inform the client in
advance of the information it intends to place in the public
domain. Apart from information that the client makes
publicly available, or when agreed between the PT
provider and the client, all other information is considered
proprietary information and shall be regarded as
confidential.

NOTE The terms “proprietary” and “confidential” do not
preclude publication for academic and new insights of
information purposes, provided that neither clients nor
participants can be identified, including by inference.

42.2

When the PT provider is required by law or authorized by
contractual arrangements to release confidential
information, the client concerned shall be notified of the
information released, unless prohibited by law.

4.2.3

Information about the participant or customer from a
source other than the participant or customer (e.g.
complainant or regulator) shall be kept confidential by the
PT provider. The identity of the source shall be kept
confidential by the PT provider and shall not be shared
with the participant or the customer, unless agreed by the
source.

424

Personnel, including any committee members,
contractors, personnel of external bodies, or persons
acting on the PT provider’s behalf, shall keep confidential
all information obtained or created during the
performance of the PT activities.
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REQUIREMENTS OF ISO/IEC 17043: 2023

DOCUMENTATION
IMPLEMENTATION
OBSERVATIONS/CONCLUSION

4.2.5 | The identity of participants in a PT scheme shall be
confidential and known only to persons involved in the
operation of the PT scheme, unless the participant or the
customer waives confidentiality.

5 | STRUCTURAL REQUIREMENTS

51

The PT provider shall be a legal entity, or a defined part of a
legal entity, that is legally responsible for its PT activities.

NOTE For the purposes of this document, a governmental PT
provider is deemed to be a legal entity on the basis of its
governmental status.

52

The PT provider shall identify management that has overall
responsibility for the PT activities.

5.3

The PT provider shall define and document the PT schemes for
which it conforms with this document. The PT provider shall only
claim conformity with this document for those PT schemes.

54

The PT provider shall carry out PT activities in such a way so as
to meet the requirements of this document and address the
requirements of participants, customers, regulatory authorities,
and organizations providing recognition. These requirements
apply to all PT activities performed in its permanent facilities and
any other facility or site.

55

The PT provider shall:

a | define its organization and management structure, its place
in any parent organization and the relationships between
the management, technical operations and support
services;

b | specify the responsibility, authority and interrelationships of
all personnel who manage, perform or verify work affecting
the results of its PT activities;

¢ | document its procedures to the extent necessary to ensure
the consistent application and validity of its PT activities.

5.6

The PT provider shall have personnel who, irrespective of other
responsibilities, have the authority and resources needed to
carry out their duties, including:

a | implementation, maintenance and improvement of the
management system;

b | identification of deviations from the management system or
from the procedures while performing the PT activities;

¢ | initiation of actions to prevent or minimize such deviations;

d | reporting to its management on the performance of the
management system and any need for improvement;

e | ensuring the effectiveness of the PT activities.

5.7

The PT provider management shall ensure that:

a | communication takes place regarding the effectiveness of
the management system and the importance of meeting
the requirements of participants, customers, regulatory
authorities, and organizations providing recognition;

the integrity of the management system is maintained
when changes to the management system are planned
and implemented.
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REQUIREMENTS OF ISO/IEC 17043: 2023

DOCUMENTATION
IMPLEMENTATION
OBSERVATIONS/CONCLUSION

6

RESOURCE REQUIREMENTS

6.1 | GENERAL

6.1.1

The PT provider shall have access to the
personnel, facilities, equipment, systems and
support services necessary to manage and perform
its PT activities.

6.1.2

Measurements or tests conducted under the
responsibility of the PT provider, related to PT item
characterization or for assessing homogeneity and
stability, shall be conducted in accordance with the
relevant requirements of ISO/IEC 17025.

NOTE 1 The relevant requirements are
requirements that relate to the validity of the
measurement or test results, which can impact the
validity of PT activities (e.g. metrological
traceability). They are not intended to include
management system requirements or other
requirements unrelated to the PT activities.

NOTE 2 In the medical area, the relevant
requirements of 1SO 15189 apply in place of
ISO/IEC 17025.

6.1.3

Where the PT item is a material that meets the
definition of “reference material”, it shall be
produced under conditions that meet the relevant
requirements of ISO 17034.

NOTE 1 Such materials include reference materials
for quality control (e.g. chemical solutions with or
without reference values) and reference materials
with certified property values (CRMs).

NOTE 2 The relevant requirements are
requirements that relate to the validity of operations
to produce a reference material that directly impacts
the PT activities (e.g. mixing, or handling and
storage). They are not intended to include
management system requirements or other
requirements not directly related to the PT activities
(e.g. contents of certificates).

NOTE 3 In the medical area, the relevant
requirements of ISO 15194 can apply for CRMs in
place of ISO 17034, when applicable.

6.2 | PERSONNEL

6.2.1

The PT provider shall have access to a sufficient
number of competent personnel to perform its PT
activities.

6.2.2

The PT provider shall ensure that the personnel
have the competence to:

a | perform PT activities for which they are
responsible; and

b | evaluate the significance of deviations.
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REQUIREMENTS OF ISO/IEC 17043: 2023

DOCUMENTATION
IMPLEMENTATION
OBSERVATIONS/CONCLUSION

6.2.3

The PT provider shall have a process for managing
competence of its personnel.

6.2.4

All personnel of the PT provider (either internal or
external) that can influence the PT activities shall
act impatrtially.

6.2.5

The PT provider shall have documented information
demonstrating competence of its personnel, that
can influence the results of its PT activities.
Documented information shall include requirements
for education, qualification, training, technical
knowledge, skills and experience.

6.2.6

The PT provider shall, where appropriate, authorize
personnel to perform specific activities within PT
schemes, including but not limited to the following:

a | plan PT schemes;

b | assess data/information to determine stability
and homogeneity, if applicable, as well as
assigned values and associated uncertainties
of the properties or characteristics of the PT
item;

c | evaluate the performance of PT participants;

d | give opinions and interpretations as well as
advice to the participants;

e | review and authorize PT reports.

6.3

FACILITIES AND ENVIRONMENTAL CONDITIONS

6.3.1

To ensure the validity of the PT activities, the PT
provider shall ensure that there are appropriate
facilities for the operation of the PT scheme.

6.3.2

The PT provider shall ensure that the environmental
conditions do not compromise the PT activities,
including operations that are undertaken at sites
away from the PT provider's permanent facilities or
that are undertaken by external service providers.

6.3.3

The PT provider shall document environmental
conditions that can influence the validity of the PT
items and any measurements or tests carried out,
including conditions that are required by relevant
specifications and measurement or test methods.
The PT provider shall control, monitor and
periodically review these conditions and shall
record all relevant monitoring activities. If
environmental conditions compromise the validity of
PT activities, the activities shall be halted (see
7.5.4).

EXAMPLE Examples of such conditions
include biological sterility, dust, electromagnetic
disturbances, radiation, illumination (light), humidity,
electrical supply, temperature, sound and vibration
levels, as appropriate to the technical activities
concerned.

6.3.4

Access control to, and use of, areas affecting the
PT activities shall be managed. The PT provider
shall determine the extent of access control based
on its circumstances.

6.3.5

There shall be appropriate separation between
neighbouring areas in which there are incompatible
PT activities. Action shall be taken to prevent cross-
contamination, interference or adverse influences
on PT activities.
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REQUIREMENTS OF ISO/IEC 17043: 2023

DOCUMENTATION
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OBSERVATIONS/CONCLUSION

6.4

EXTERNALLY PROVIDED PRODUCTS AND
SERVICES

6.4.1

The PT provider shall not use external service
providers for the following activities:

a | the design and planning of PT schemes;

b | the evaluation of performance;

¢ | the authorization of reports.

NOTE This does not prevent the PT provider from
using advice or assistance from any advisors,
experts or steering groups.

6.4.2 | The PT provider shall have procedures to ensure
that the experience and technical competence of
the providers of external products and services are
sufficient for their assigned tasks and that they
comply with the relevant clauses of this document
and other appropriate documents.

6.4.3 | The PT provider shall inform participants and
customers, in advance and in writing, of products
and services that are or can be provided externally,
when they affect the validity of the PT activities.

6.4.4 | The PT provider shall have a procedure and retain
records for:

a | defining, reviewing and approving the PT
provider’s requirements for externally provided
products and services;

b | defining the criteria for selection of the
external providers and for evaluating and
monitoring their performance;

¢ | ensuring that externally provided products and
services conform to the PT provider's
established requirements and, when
applicable, to the relevant requirements of this
document, before they are used or directly
provided to the customer or participant;

d | taking any actions arising from the
performance monitoring and evaluation of the
external providers.

6.45 | The PT provider shall communicate its
requirements to external providers for:

a | the products and services to be provided;

b | the acceptance criteria;

c | competence, including any required
qualification of the organization or personnel
involved;

d | PT activities that the PT provider or its
customers intend to perform at the external
provider's premises.

6.4.6 | The PT provider shall be responsible to the

participants or customers for the externally provided
products and services.

NOTE In cases where the customer or a
regulatory authority specifies which external
provider is to be used, being responsible can be
interpreted as taking actions to minimize any
undesired effects that directly affect the validity of
PT activities.
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7 | ESS REQUIREMENT

7.1 | ESTABLISHING, CONTRACTING AND COMMUNICATING THE PT SCHEME OBJECTIVES

7.1.1 | Review of requests, tenders and contracts

7111

The PT provider shall have a procedure for
the review of requests, tenders and
contracts. The procedure shall ensure that:

a | the objectives of the PT scheme are
sufficiently defined and in agreement
with the customers' needs;

b | the requirements are adequately
defined, documented and understood;

¢ | the PT provider has the capability and
resources necessary to meet the
requirements;

d | the PT scheme is technically
appropriate taking into account the
needs of the given application or field
of application.

NOTE 1 This review is  particularly
important when a customer requests a PT
scheme to be created for a specific purpose
or for a different level or frequency of
participation from that normally offered.

NOTE 2 This review can be simplified when
the PT scheme is fully described in a
catalogue or other notice and the participant
is enrolling for a routine PT round.

7112

The review shall cover all aspects of the
request, including any externally provided
products and services.

7113

Records of such reviews, including any
significant changes, shall be retained.
Records shall also be retained of pertinent
discussions with a customer relating to their
requirements, or the results of the PT
activities.

7.114

The customer shall be informed of any
deviation from the contract.

7.1.15

If a request or contract is amended after the
PT scheme is underway, the contract
review shall be repeated, and any
amendments shall be communicated to all
affected personnel.

7.1.2 | PT scheme communication

7121

The PT provider shall make detailed
information available about the PT scheme
to participants and customers. This
information shall include:

a | objectives and relevant details of the
PT scheme;

b | criteria to be met for participation;

¢ | criteria for determining the assigned
value and the evaluation of
performance;
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