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Issues raised in 2009 Workshop
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Information sharing on common assessment problems
Challenges with communication with SANAS
Assessment Process

Refresher training

Relationship building

Platform to communicate with SANAS
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Feedback on 2009 conclave
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1. Information sharing on common problems

. Assessor Newsletter

« Selected topics

« Breakaway sessions

. Communication with FM
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2. Challenges with communication with SANAS

 Project Breakthrough implementation

* New structure and additional personnel (Team
Assistants, Permanent LA’S)

 Programme Administrators

e Relationship with Field Managers
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. Assessment Process

Notification process

Recalibration of Assessors
Assessment Documentation
Common issues

Tips to improve techniques
Issues from Approvals Committee
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4. Refresher Training

* Monitoring Feedback

 To use Conclave more effectively
. * AC comments — FM feedback

W7 e Assessor Newsletter

"~ Suggestions from floor???




Feedback on 2009 conclave

6. Platform to communicate with SANAS

Conclave “open” session

Central depository for action

Assessor Newsletter

Access to Senior Management
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Questions?

Thank You
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Broader appreciation for the role of accreditation amongst regulators;
20% increase in staff;

Additional demand for new accreditations and expansion of
accreditation scope;

Accredited organisations grew by 6.6%, bringing the total number of
accredited conformity assessment bodies to 1244;

Still 9th largest accreditation body in the world;

Still the only Accreditation Body in SADC, who is internationally
recognised.
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The largest growth in testing programme;

Accredited an additional nineteen (19) BBBEE Verification Agencies,
bringing the total to thirty (30) accredited. (At 30 March 2010);

A proposal has been submitted to the dti to review the accreditation
process and allow for a broader group of entities to become
verification agencies;

Industrial Policy Action Plan (IPAP 2): The development programme
for accrediting the Measurement and Verification Agencies for Energy
Efficiency ; Nuclear Inspection & Local content;

Project Breakthrough aimed at rightsizing the organisation:

- nine (9) new members joining SANAS, 3 of which restored
capacity after the resignation of four (4) administrative staff
members;

The long standing relationship between SANAS, the dti and the
National Laboratory Association (NLA) and was formalised through a
Memorandum of Understanding (MoU) concluded between SANAS
and NLA.
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Accreditation System

. Project Breakthrough aimed at
rightsizing the organisation:
- nine (9) new members joining
SANAS, 3 of which restored
capacity after the resignation of
four (4) staff members.

. The long standing relationship
between SANAS, the dti and
the National Laboratory
Association (NLA) and was
formalised through a
Memorandum of Understanding
(MoU) concluded between
SANAS and NLA.
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. Secretariat for the SADC
Accreditation (SADCA) as well as
fulfilling the role of Regional
Coordinator;

. SADCA, was officially launched by
the Botswana Minister of Trade and
Industry and the Executive
Secretary of SADC in March 2009;

. continued to provide training and
development for SADC Member
State delegates in the
implementation of accreditation
within their economies;

. conclusion of a three year twinning
arrangement for the Mauritius
Accreditation body (Mauritas),
assisting the body to accredit its
first 10 conformity Assessment
Bodies, which allowed Mauritius to
obtain ILAC Association
Membership status.
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Accreditation System

. In December 2009, SANAS
concluded a twinning
arrangement with SADCAS
aimed at assisting SADCAS to
obtain international recognition.
This process will entail
assisting with training,
combined assessments and
accreditation approvals. Work
has already started and
SADCA received seven (7)
applications from National
Metrology Institutions in SADC,
SANAS together with SADCAS

will Per_form these From left to right: Marie Chilcott SADCA Secretariat;

accreditations. Maureen P Mutasa—SADCAS CEO: Riundja Ali
Kaakunga [Othy] - SADCAS Board Chairman; Prags
Govender—SANAS Board Chairman; Christinah
Leballo — Senior Manager [SANAS] and Ron Josias—
SANAS Acting CEO
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2009/10 OVERVIEW: REGIONAL RELATIONS fsanas

. In line with the dti's medium term strategic objective of contributing to
Africa’s development and regional integration, within the New
Partnership for Africa’s Development (NEPAD), SANAS in its capacity
as SADC Accreditation Secretariat, continued with the development of
an African Accreditation Cooperation, paving the way for an African
Technical Infrastructure, thus providing South Africa and the continent
with a mechanism to remove Technical Barriers to Trade and to “ lock
out” poor quality and unsafe products;

. The second meeting that was hosted by the Egyptian Ministry of
Trade, in Cairo Egypt, produced a final draft bylaws, logo and agreed
on the name African Accreditation Cooperation (AFRAC). The
committee also agreed to launch AFRAC in September 2010.




2009/10 OVERVIEW: INTERNATIONAL SanaS
RELATIONS

. Follow up IAF Peer Evaluation on the certification body programme
took place in August 2009. The team’s recommendation was very
positive and was approved by the IAF Executive in October 2009,
allowing for continued signatory status to the IAF Multi-Lateral
Recognition Arrangement;

. Benchmarking & Technical Cooperation: SANAS initiated a review of
SANAS longstanding MoU with the oldest accreditation body in the
world, the NATA of Australia.
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OPERATIONAL AND NATIONAL

*The National Laboratory Association (NLA) and SANAS’ relationship was
formalised through a Memorandum of Understanding that was concluded on 7
September 2009;

*The Department of Labour extended its recognition and use of accreditation
in the areas of in-service Inspection and Risk Based Inspection of pressure
equipment;

*The Industrial Policy Action Plan (IPAP 2) approved by Cabinet in February
. 2010, requires SANAS’ support in the area of Energy Efficiency, Nuclear,
n Local Content, Skills Development and assisting SMME'’s;

*The overall growth in new accreditations, amidst the aftermath of the
~ economic crisis was 9.5%, and accompanied by a considerable increase in the
scopes of accreditation for existing accredited organisations;

*Nine (9) new employees joined SANAS, boosting its technical capacity.
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REGIONAL AND INTERNATIONAL

*The International Accreditation Forum (IAF) has extended the Mutual
Recognition Arrangement (MRA) to cover the sub-scope for the accreditation
of Food Safety Management Systems Certification;

*The first multi-economy accreditation body in the world, SADC Accreditation
Services (SADCAS), a project of SADCA of which SANAS is the secretariat
and Regional coordinator, was officially launched by the Botswana Minister of
Trade and Industry and the Executive Secretary of SADC in March 2009;

*The successful conclusion of a three (3) year twinning arrangement between
SANAS and the Mauritian Accreditation Body (Muaritas), assisting the body to
accredit its first ten (10) Conformity Assessment Bodies, which allowed
Mauritius to obtain ILAC Association Membership status;

*SANAS concluded a twinning arrangement with SADCAS aimed at assisting
SADCAS to obtain international recognition. This process entails assisting with
training, combined assessments and accreditation approvals;
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REGIONAL AND INTERNATIONAL

*SANAS, as SADCA Secretariat facilitated the second meeting on the
establishment of an African Accreditation Cooperation. The meeting was
hosted by the Egyptian Ministry of Trade, in Cairo Egypt, producing a final
draft bylaws, logo and agreed on the name African Accreditation Cooperation
(AFRAOQO);

A follow up IAF Peer Evaluation on SANAS and subsequent report to the
ILAC Executive was very positive and was approved by the IAF Executive in
October 2009, allowing for continued signatory status to the IAF Multi-
Recognition Arrangement;

*An agreement was reach between SANAS and NATA to review a
longstanding MoU with the oldest accreditation body in the world, NATA of
Australia;

*A joint assessment between SANAS and the International Electrical
Commission (IEC), as a confidence building exercise, was conducted during
this period. IEC has now formally accepted the ILAC Arrangement,
recognising the certificates issued by the ILAC full members.
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. On 1 June 2010, | was appointed CEO of SANAS;

. As Acting CEO, during this period under review, | would like to express
my gratitude to all of you, the SANAS team, Assessors, Committee
Chairpersons, Committee Members, the accredited facilities, and all
stakeholders for their continued support and feedback. We are looking
forward to an exciting and successful 2010 with your continued
support.

. Future meetings.
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NEW & REVISED
SANAS DOCUMENTS

Yolanda Vinnicombe

yolandav@sanas.co.za
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NEWLY PUBLISHED DOCUMENTS

Scopes of Accreditation developed per program — to standardise the
wording of scopes / tests on the schedules of accreditation

P30 — Testing

P31 — Medical

P33 — Verification

P34 - Veterinary, Pharmaceutical, BTS, GLP

10 new program specific documents (TG / TR / Forms)
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NEWLY PUBLISHED DOCUMENTS

P32 “Transition to New Standards”

« Explains SANAS processes where transition to a new standard, or
updated version of a standard is required :

Phase 1:

_  SANAS conducts gap analysis by comparing standards and draws up

A a project plan

» Changes required and deadline communicated to the facility

» Checklists are updated

« Assessor are trained in new requirements (communication of minor
changes)

« Timeline normally defined by ILAC/IAF, and where not defined, is 2yrs

» Facility submits transition plans, includes updating of their documents
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NEWLY PUBLISHED DOCUMENTS

Phase 2: Depends on the changes required, may not always be necessary:

» Conducting of assessments

« Management of corrective actions

» SANAS Approval Committee Process

» Updating and issuing of Certificates and Schedules of Accreditation by
the transition date




‘sanas

South African National
Accreditation System

NEWLY PUBLISHED DOCUMENTS

Non Conformities during the first 12 months of the transition period

1st transition assessment:

« any areas of non compliance against the new requirements are raised as
observations, and areas of non compliance against the old standard will
be raised as non-conformances. Observations do not require proof of
clearance

W, e« all areas of non compliance are raised as non-conformances, which will
be handled in accordance with the normal SANAS non-conformance
and corrective action processes.
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OBSOLETE DOCUMENTS

F59 Accreditation and Regulatory Requirements

Availability of documents in the facility not necessary, rather access to
SANAS website

Awareness & compliance to accreditation and regulatory requirements
still verified as part of the assessment




REVISED DOCUMENTS

Fees documents for this financial year (P14 & P18)

Revised assessor claim form with new fees for this financial year,
iIncludes space for notifying SANAS of a change in address or
banking details for the finance department (F179)

78 of 83 assessment forms converted from electronic format back to
'5.}“} word format for ease of use by the assessor
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F18: Application for the Approval of Personnel (Including
assessors)

Amendments:

Includes requirement to submit certified copies of qualifications
States that forms are available from the SANAS website at

www.sanas.co.za or from the SANAS office

Type of operation of organisation includes:
Producers of Certified Reference Materials
Veterinary Lab
Pharmaceutical Lab
Blood Transfusion Services
Forensic Lab
B-BBEE

Includes an example of a short CV as a guide to assist you in what should
be included in your CV
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F25 Monitoring of trainee / Lead Assessor

Amendments:

Includes the following points for the monitor to check:

Packs are received by the LA 1 month in advance of assessment

The assessment planning schedule has been submitted to the client 2
weeks in advance of the assessment

At the pre-assessment meeting, the lead assessor instructs the team
to give detailed instructions in the verticals and witnessings.

Includes revised opening meeting agenda items — as per FO1
Includes revised closing meeting agenda items — as per F02

Previous attributes remain the same, however, the clause was

expanded to align the assessment of assessor attributes with ISO
17011 requirements.
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R0O4: Conditions for use of SANAS Accreditation Symbol or
Reference to SANAS Accreditation by SANAS Accredited

Organizations

Amendments:
Flow of the document revamped and reworded

Appendix included to give clearer instructions on the specifications of
the accreditation symbol

Examples included
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R77:. Use of Combined Marks

Added reference to:
. SANAS R0O4
ILAC R7:09/2009 “Rules for the Use of the ILAC MRA Mark”

Removed reference to ISO Guide 62 and 65
Changed reference to ILAC/IAF and SANAS symbol to mark:

Clarified the process of obtaining permission to use the combined mark,
and who to address the request to.

States that facilities may not use the combined logo without written
permission fro SANAS

Includes an Appendix with specifications

Specifies a list of examples of where the facility may use the combined
mark

NOT to be used on business cards
NOT be used on or in conjunction with products.
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Schedules of Accreditation

Christinah Leballo
SANAS Assessor Conclave August 2010




Legal document fsanas
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The ‘Accreditation Act’, Act 19 of 2006 states
that the Certificate and Schedule of Accreditation
IS a
legal document
and Is
the property of SANAS
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The aim of the schedule of accreditation
IS to reflect
the activities a facility is accredited for
as concisely and unambiguously as possible




Contents of an Accreditation Schedule m
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Eg. Testing Laboratory

 The schedule of accreditation for testing laboratories indicates the
field/s of testing,

« the material, object or product (matrix) on or in which the tests are
carried out,

» the type of tests, including the quantities or properties being measured
the methods used the technical signatories for the tests

* the locations where testing activities are carried out and where
relevant; where results are reviewed and test reports are approved.
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Eg. Testing Laboratory

 Where applicable, measurement ranges and related uncertainties will
also be included

 The original date (day, month, year) of accreditation, the date of issue
(day, month, year), the expiry date (day, month, year), the issue
number, the accreditation number and the Nominated Representative
will be reflected on the schedule of accreditation.

 The certificate of accreditation shall contain the details of the legal

entity, the accreditation number, the relevant dates and the field/s of
accreditation.




Classification System SANAS P30 fsanas
Eg. Testing Laboratory

* Field — Chemical analysis
e Class — Food and Food Products

* Sub-class — Meat and meat products

o Descriptors - % salt content by auto titration
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Before the Assessment

The LA clarifies any issues with the Certificate & Schedule of
Accreditation with the Field Manger using the relevant P document
e.g. SANAS P30 for Testing Labs

The LA communicates with assessment team & facility regarding any
changes or issues




Ensuring accuracy of Schedules 2dNas
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At the Assessment

The TA makes time to discuss the contents of the Schedule of
Accreditation with technical staff of the facility

The LA finalises the Accreditation Schedule and the facility signs
acceptance
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After the Assessment

The LA communicates to the Field Manager if there are changes that
needs to made immediately to the Schedule of Accreditation Eg.
Suspension of a method or part thereof

The Approvals Committee check whether they agree with the
wording on the Accreditation Schedule




‘Sanas

South African National
Accreditation System

Please share your ideas on improving this process
with us

Thank You

christinahl@sanas.co.za
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Presented By — Neville Tayler




/'/.\

5N
Q)
-
Q)
wn

Why Test?

oz
=
Q
€9
“@
39

Test results allow us to make better decisions conc erning
o quality of a product or service offering

* health & safety decisions

e environment decisions
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Characteristics of a test result fsnggrsgr@a.gsg;sg

A test result should be reliable, meaningful and
consistent

« Meaningful - Customers application of the results.

e Consistent — Abllity to reproduce the results again
under similar conditions and get results within an
acceptable error margin.

* Reliable — Ability to produce valid results




Selecting a test method

(Descriptive, qualitative &
guantitative methods)

e Customer needs

o Capability and resources
required to conduct the test

» Costs to conduct the tests
(e.g.. Reagents, reference
standards..)

o Safety of laboratory staff to
conduct the test




Selecting a test method

(Descriptive, qualitative & quantitative methods)

e Speed or turnaround time required

o Sample type and size for storage, preparation
& handing

e Equipment required

o Extent of Validation required




Demonstrating your selection
Scientific objective evidence:

 Limit of detection

« Limit of quantitation
 Range

e Linearity and sensitivity

e Accuracy

e Precision

o Selectivity/specificity
 Robustness/Ruggedness
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What type of methods should
a laboratory validate?

A laboratory should validate all methods including
protocols

(e.g. Sampling protocol, sub-sampling protocol)

Note: The extent and type of validation may differ.




1ISO 17025:2005

5.4  Validation is the
confirmation by examination
and the provision of objective
evidence that the particular
requirements for a specific
Intended use are fulfilled.

“‘Sana

South African National
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SANSi17025:2005
ISO/IEC*17025:2005
Edition 2

|

SOUTH AFRICAN NATIONAL STANDARD

j
neral requirements forthe competence of

esting and calibration laboratories
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5.4.5.2: The laboratory shall )
validate non standard methods,
laboratory-designed / developed
methods, standard methods used

neral requirements forthe competence of

outside their intended scope, and L
amplifications and modifications of | Y] =
standard methods, to confirm that
the methods are fit for their
iIntended use. The validation shall
be extensive as is necessary to
meet the needs of a given
application or field of application.




1ISO 15189:2007 fsa”as

5.5.1: ... Ifin-house procedures
are used, they shall be
appropriately validated for
their intended use.




ISO 15189:2007 {sanas

5.5.2: The laboratory shall use only
validated procedures for confirming that
the examination procedures are suitable
for the intended use. The validations shall
be as extensive as are necessary to meet
the needs in the given application or field
of operation. The laboratory shall record
the results obtained and the procedure
used for the validation.
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4.6.2: Purchased equipment and consumable supplie s
that affect the quality of service shall not be use  d until
they have been verified as complying with standard
specifications or requirements defined for the
procedures concerned. This may be accomplished by
examining quality control samples and verifying tha t
results are acceptable. Documentation of the suppli er's
conformity with its QMS may also be used for
verification.
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Factors that impact on validation:

» Reference standards &
traceability

 The nature of the measurand.

 The nature of the matrix in
which the measurand iIs tested.

 The environment and support
services. e. Sampling, sample
handling.




Factors that impact on validation:

« Conditions of samples and reagents.

e Instruments and equipment and their calibration
status.

 Reagents and reference material purity, homogeneity
and stability. i. Recovery from matrix and sample
stability.

e computational effect.

e QOperators training and know how.




Factors that impact validation:

« Validation studies of a test method
should be conducted using the
same matrix, equipment, reagents,
personnel, site, support systems
and software as those intended for
the conduct of routine test.

 Maintenance of an uninterrupted
chain of traceabillity is an absolute
requirement for the demonstration
of a method validity.
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Assessments —
Seeing the big picture

In terms of ISO 17025 & ISO 15189,

the laboratory should be able to demonstrate object ively
with evidence

their capabillity of performing the method
within appropriate validation ranges
consistently & reliably
and provide the customer
with meaningful results.




What is a valid measurement

A valid measurement may be
assured when

(ILAC G9:2005):

 Validated methods are
used

e Traceabillity of
measurement to the Sl
units are ensured by
equipment calibration

e Qualified and competent
staff undertake the work
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What is a valid measurement fs«;@gsg@agsg;sg

A valid measurement may be assured when
(ILAC G9:2005):.

o Comparability with measurements made in other
laboratories is assured (traceability and measureme nt
uncertainty via use of reference materials or refer  ence
standards)

* Independent evidence of performance is available
(proficiency testing)

 Well defined quality control procedures are employe d
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Fiqure 1: Overlap between functions
associated with Measurement Traceability and
Analytical Quality (ILAC G9:2005)

Traceable
calibration

Validation

Measurement
Uncertainty/
Traceability

Valid measurement
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Evaluating validation

 How are test methods selected by the laboratory?

 Is the laboratory knowledgeable about best
practices for validation in the applicable discipli ne
and do they have access to relevant documents? Is
the client providing any information?




Evaluating validation
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* Does the laboratory have procedures for assuring
the quality of test results generated by test
methods?

e Does the laboratory check on factors that impact on
validation (e.g.. Reference standards & traceabili ty,
support services, Sampling, sample handling,
Instruments and equipment and their calibrated
status, Operators training and know how.)
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 Who is assigned responsibility for validations? Ar e
staff trained to conduct validations and evaluate
data packages?

» |s there a separation in the technical records
between method development and validation?




Evaluating validation fsa

 Is the validation documentation package complete?

* Is there evidence that the method has been
successfully transferred to routine use, transferre
to another laboratory or undergone some type of

peer review, where appropriate?

d



Evaluating validation

Is there a process to review performance data
generated for test methods in routine use to
demonstrate to clients the ongoing fithess for
purpose?

* Is the method declared fit for purpose?




Non-conformances raised by
ASSessors

e Lab states that we are using standard methods
therefore there is no need to validate methods

* No validation available (initial assessment)

* PT results passed off as validation




Non-conformances raised by f

ASSessors

 No acceptance/rejection criteria for data from
validation study

 NoO summary statement on fithess for purpose

* No trending of QC data against validation ranges
that has been established




Non-conformances raised by fsanas
ASSessors

* Lack of measurement traceability

 Failure to revalidate when making changes that
affect the method (equipment change, reference
standard change) or when customer needs change

:"::‘ * Loss of key staff and lack of training of other sta  ff
~  on validation
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Questions
Thank You

Acknowledgment:
Dr. Orna Dreazen ISRAC NLA T & M 2003 Conference pres entation
Ms N Godfrey & Mr. M Pillay
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Traceabllity

— Mr. Neville |ay|er
h Afi ional ta



Traceability - Definition 5das

The ‘International VVocabulary of
Metrology ' (VIM 2008)

Metrological traceability —
property of a measurement
result whereby the result can
be related to a reference

through a documented 241 6.10)
unbroken chain of calibrations, metrological traceability

. . property of a measurement result whereby the
each contributing to the Gocumeried unbeoken chiin of Calbrations, each

contributing to the measurement uncertainty

measurement Uncertainty.
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The ‘International Vocabulary of
Metrology ' (VIM 2008)

Metroloqgical traceability -

As with many definitions the
devil is In the detall — and this
definition is no exception.

This definition has no fewer than
8 notes directly related to it.



Traceability - Definition 5das

The ‘International VVocabulary of
Metrology ' (VIM 2008)

MOTE 1 For this definition, a ‘reference’ can be a N l f
definition of a measurement wnit through its practical - b -
realization, or a measurement procedure including the Ote a re erence Can e
measurement wnit for @ non-ordinal quantity, or a
measurement standard. . . .
. I I '
MOTE 2 Metrological traceability requires an establizhed PraCtlca rea Izatlon’
calibration hierarchy.

NOTE 3 Specification of the reference must include the ) M easu re me nt P roced u re

time at which this reference was used in establishing the

calibration higrarchy, along with any other relevant . . .
metrological information about the reference, such as (non-ordlnal q uantlty)
when the first calibration in the calibration hierarchy was !
performed.

MOTE 4 For measurements with more than one input ® Measu rement Standard .

quantity in the measurement model, each of the input
quantity values should itself be metrologically traceabls
and the calibration hierarchy involved may form a
branched structurs or a network. The effort involved in
establishing metrological ftraceability for each input
quantity value should be commensurate with its relative
contribution to the measurement result.



Traceability - Definition 5das

The ‘International VVocabulary of
Metrology ' (VIM 2008)

MOTE 1 For this definition, a ‘reference’ can be a
definition of a measurement wnit through its practical
realization, or a measurement procedure including the
measurement wnit for @ non-ordinal quantity, or a

measurement standard. N Ote 2 :

MOTE 2 Metrological traceability requires an established
calibration hierarchy.

MOTE 3 Specification of the reference must include the L An estab“Shed

time at which this reference was used in establishing the

calibration higrarchy, along with any other relevant I b 1 h h 1
metrological information about the reference, such as Ca I ratlon |erarC y IS
when the first calibration in the calibration hierarchy was

performed. required.

MOTE 4 For measurements with more than one input
quantity in the measurement model, each of the input
quantity values should itself be metrologically traceabls
and the calibration hierarchy involved may form a
branched structurs or a network. The effort involved in
establishing metrological ftraceability for each input
quantity value should be commensurate with its relative
contribution to the measurement result.



Traceability - Definition 5das

The ‘International
Vocabulary of Metrology Note 3:

(VIM 2008) * The specification of
e the reference must
NC}T!E_1 For this definition, a _reference _can b-e a . . .
elanon. o messurement procedur incuing the Include the time used In

measurement wnit for @ non-ordinal quantity, or a

measurement standard. estab“Shlng the

MOTE 2 Metrological traceability requires an established

calibration hierarchy. calibration hierarchy.

MOTE 3 Specification of the reference must include the
time at which this reference was used in establishing the
calibration higrarchy, along with any other relevant
metrological information abouwt the reference, such as
when the first calibration in the calibration hierarchy was
performed.

MOTE 4 For measurements with more than one input
quantity in the measurement model, each of the input
quantity values should itself be metrologically traceabls
and the calibration hierarchy involved may form a
branched structurs or a network. The effort involved in
establishing metrological ftraceability for each input
quantity value should be commensurate with its relative
contribution to the measurement result.



Traceabillity - Definition

The ‘International Vocabulary of
Metrology ' (VIM 2008)

Note 4:

e For measurements
with more than one
guantity, each quantity
should be
metrologically
traceable.



Traceabillity - Definition

The ‘International Vocabulary of
Metrology ' (VIM 2008)

For Example: Note 4:

: » For measurements with more than
The den5|ty of an one guantity, each quantity should
object or |IC|UId IS be metrologically traceable.

expressed as either
g/cm3 or kg/m 3

Traceability for density
will therefore be via
the mass (kg) of
volume expressed as a
dimensional
measurement (m 3)



Traceabillity - Definition

The ‘International
Vocabulary of Metrology
(VIM 2008)

Note 5:

* Traceability does not
Imply that the
measurement
uncertainty is adequate,
or that the measurement
result is devoid of
mistakes.



Traceabillity - Definition

The ‘International Vocabulary of
Metrology ' (VIM 2008)

Note 6:

« An Inter-comparison
can be viewed as a
calibration if the
comparison is used to
check and correct if
necessary the quantity
value and measurement
uncertainty.



Traceabillity - Definition

The ‘International Vocabulary of
Metrology ' (VIM 2008)

Note 6:

« For Example the inter-
comparison between
National Metrology
Institutes for their
masspieces.



Traceabillity - Definition

The ‘International
Vocabulary of Metrology
(VIM 2008)

Note /:

ILAC considers
Metrological traceability to
be

* An unbroken traceability
chain to an International or
National Standard:

 Documented
Measurement uncertainty;



Traceabillity - Definition

The ‘International Vocabulary of Metrology ' (VIM 2008)

Note 7:
ILAC considers Metrological traceability to be

* An unbroken traceability chain to International or
National Standard,;

 Documented Measurement uncertainty;
A Documented Measurement procedure;
» Accredited technical competence;

» Metrological Traceability to the SlI;

e Calibration Intervals



Traceabillity - Definition

The ‘International
Vocabulary of Metrology
(VIM 2008)

Note 8:

The term metrological
traceabillity is preferred to
traceability so as to
distinguish it from other
forms of traceability such
as sample traceability.



Legal Traceability - Definition

Act 18 of 2006 ‘Measurement
Units and Measurement
Standards Act

The requirements for
Legal Traceability in South
Africa are to be found in
the Measurement Act, Act
18 of 2006, rather than in
the Accreditation Act, Act
19 of 2006



Legal Traceability - Definition

Act 18 of 2006 ‘Measurement
Units and Measurement
Standards Act

A measurement standard

e Must be traceable to one or more national
measurement standards;

e There must be an unbroken chain of
comparisons;

(1) Stating uncertainties of measurement;

(1) carried out by a Calibration laboratory
accredited by SANAS



Legal Traceability - Definition

Act 18 of 2006 ‘Measurement
Units and Measurement
Standards Act

Examples of where legal
traceabillity is a requirement
Include

 Heat stress monitors;
 Evidential Breathalyzers;

 Speed measuring devices.



Legal Traceability - Definition

Act 18 of 2006 ‘Measurement
Units and Measurement
Standards Act

In addition NMISA may

o Certify reference materials



Measurement Traceability — ISO 17025

Measurement Traceability is
addressed In clause 5.6 of
ISO/IEC 17025:2005

All equipment used for tests
and/or calibrations,
Including subsidiary
measurements, having an
effect on the accuracy or
validity shall be
calibrated prior to being
placed into service.



Measurement Traceability — ISO 17025

5.6.2.1.2&5.6.2.2.2
Where calibrations and
measurements cannot
strictly be made in Sl units

 The use of certified
reference materials from
a competent supplier may
be used:;

e Specified or consensus
methods/procedures may
be used,



Measurement Traceability — ISO 17025

Testing Laboratories
5.6.2.2.1

If it has been established
that the contribution from
the calibration
contributes little to the
total uncertainty of the
test result, the calibration
IS not a necessity



Measurement Traceability

UKAS TPS 52
In — House Calibrations.

The question is often asked
within a test laboratory

Can the laboratory perform
their own calibrations?



Measurement Traceability

UKAS TPS 52
In — House Calibrations.

Can the testing laboratory perform
their own calibrations?

UKAS has addressed this in their
document TPS 52 and they
provide the following guideline

The calibration may be performed
In-house provided that the
associated uncertainty
contributes less than 10% to the
total uncertainty.



Traceabillity — Inspection VUP

Can an Inspection body in the field
of VUP perform their own
calibrations?

1. During 2009 a number of
Inspection bodies received non-
conformances during their
assessments because they had
calibrated their own pressure
gauges.

2. The use of the pressure gauge is
an integral part of the inspection
Process.



Traceabillity — Inspection VUP

Can an Inspection body in the field
of VUP perform their own
calibrations?

3. SANAS met with representatives
of various VUP Inspection
bodies.

4. The issue was referred to the
SANAS lawyers in order to
obtain a legal opinion.

5. SANAS received legal opinion
running to 7 pages.



Traceabillity — Inspection VUP

Can an Inspection body in the field
of VUP perform their own
calibrations?

6. In essence the finding concluded

(1) The DoL grants approval to
approved inspection authorities
(‘AlA”) to conduct certain
activities in terms of the OHSA.

(i) The approval does not extend to
conduct activities beyond their
scope of approval i.e.

Calibration



Traceabillity — Inspection VUP

Can an Inspection body in the field of VUP
perform their own calibrations?

(i) The criteria for applicants seeking
accreditation as an Inspection Body differ
from those seeking accreditation as a
Calibration Laboratory.

(iv) Applicants are assessed to determine
compliance with the relevant criteria,
therefore the scope of accreditation Is
limited to the activities in which
competence was evaluated and no
further.



Traceabillity — Inspection VUP

Can an Inspection body in the field of VUP
perform their own calibrations?

(v) Calibration is another area of expertise and
competence for which an organization may
obtain separate accreditation.

(vi) Paragraph 9.8 of ISO/IEC 17020 does not
explicitly empower Inspection Bodies to
calibrate their own equipment.

(vil) The paragraph does imply that in
jurisdictions where inspection bodies are
permitted to hold a reference standard this
must be set aside and used for no other
purpose.



Traceabillity — Inspection VUP

Can an Inspection body in the field of VUP
perform their own calibrations?

(viil) Inspection bodies are of the opinion that
the provisions of the Measurement Act apply
only to measurement standards and not
measuring instruments I.e. Pressure Gauges.



Traceabillity — Inspection VUP

Can an Inspection body in the field of VUP
perform their own calibrations?

In Summary

(1) The accreditation act entitles SANAS to
determine the procedure and criteria for
accreditation;

(i) After compliance has been established
SANAS issues a certificate confirming that
the applicant is competent to conduct
specific activities.



Traceabillity — Inspection VUP

Can an Inspection body in the field of VUP
perform their own calibrations?

In Summary

(i) The International Standard does not confer
any rights but serves to implement rights
granted by SANAS in terms of the Act.

(iv) The existing legal framework supports the
argument that inspection bodies comply with
their scope, and enlist the assistance of
accredited calibration laboratories to assist
them to comply with the provisions of the
standard, as calibration falls beyond their
scope of accreditation.



The End

Thank you

nevillet@sanas.co.za

Tel: 012 394 3780
Fax: 012 394 4780
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OF SANAS R807?

* Purpose: policy and specific requirements for In
PT activities by Testing Laboratories

« Compliance to requirements: 5 year PT plan (does it cover full
scope within a cycle?)

* No formal PT - Interlaboratory activities

 PT plan should contain minimum information as per item 4.7 of
SANAS R80

*Technical issues that requires common solution needs to be
brought forward to the relevant STC
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Thank You For Your Attention!

shadrackp@sanas.co.za



ILAC P9

Policy for Participation In
Proficiency Testing Activities

Mr. Neville Tayler
South African National Accreditation System



ILAC P9 — Policy for PT Participation

The ILAC Proficiency Testing
Consultative Group (PTCG) is
currently in the process of
reviewing the Policy document P9.

The reasons for the review include
the removal of the concept of
major sub -disciplines as this was
difficult to apply consistently.



ILAC P9 — Policy for PT Participation

Accreditation Bodies (AB) are required
to have a policy in place on PT
Activities.

The Policy implemented by the AB shall
take into consideration

e Requirements concerning minimum
participation by laboratories

Including

* The requirement for a PT participation
plan that is regularly reviewed.




ILAC P9 — Policy for PT Participation

Accreditation Bodies (AB) are required to
have a policy in place on PT Activities.

The Policy implemented by the AB shall take
Into consideration

 How PT will be reviewed during the
accreditation decision making process;
*EXxpectations with respect to poor
performance & requirements to notify the
AB:;

 any effects on surveillance and
reassessment intervals;



ILAC P9 — Policy for PT Participation

Accreditation Bodies (AB) are required
to have a policy in place on PT
Activities.

The Policy implemented by the AB shall
take into consideration

e any PT requirements set by regulators,
Industry, professional sectors, or
regional cooperation bodies.



ILAC P9 — Policy for PT Participation

Accreditation Bodies (AB) are required
to have a policy in place on PT
Activities.

In addition

» the AB must review the PT plans with
regard to their suitability in relation to
the scope of accreditation;

*The AB shall provide information that
can assist laboratories in identifying and
formulating their PT plans and needs;



ILAC P9 — Policy for PT Participation

Accreditation Bodies (AB) are required
to have a policy in place on PT
Activities.

In addition

* it IS recognized that there may be areas
where PT is not available or practical, is
such cases the AB and the laboratory
shall agree on suitable alternative
means by which competence can be
established & monitored.



ILAC P9 — Policy for PT Participation

Accreditation Bodies (AB) are required
to have a policy in place on PT
Activities.

The minimum PT participation shall be

e evidence of participation prior to
granting of accreditation where PT is
available and appropriate;

o further and on-going activity
appropriate to the technical disciplines
covered and consistent with the agreed
PT Plan.



ILAC P9 — Policy for PT Participation

Accreditation Bodies (AB) are required
to have a policy in place on PT
Activities.

Lastly

» Accreditation Bodies are encouraged
to support the use of PT programs
meeting the essential recommendations
of ISO/IEC 17043 or ILAC G13 where
applicable.



The End

Thank you

nevillet@sanas.co.za

Tel: 012 394 3780
Fax: 012 394 4780



Electronic Signatures

Mr. Neville Tayler
South African National Accreditation System



Electronic Signatures

SANAS has been faced with a
situation where the guestion has
been raised on numerous
occasions:

() Can laboratories/facilities make
use of Electronic Signatures?

This has been exacerbated by the
fact that a number of laboratories
have been using ‘scanned
signatures’ in place of handwritten
signatures.



Electronic Signatures

This has prompted a review of the relevant legislat  ion,
standards and applicable regulations in order to
formulate SANAS Policy in this regard.

e The International Standard ISO/IEC
17025:2005,

e The Accreditation Act, Act 19 of
2006:

e The Electronic communications
Act, Act 25 of 2002;

 The regulations issued in terms of
the Electronic communications Act.



Electronic Signatures

The International Standard ISO/IEC

17025:2005,

ISO/IEC 17025 requires that the
certificate or report include the
sighature — or equivalent
Identification of the person(s)
authorizing the test report or
calibration certificate.



Electronic Signatures

The International Standard ISO/IEC
17025:2005,

o ISO/IEC 17025 requires that the certificate or
report include the signature — or equivalent
identification of the person(s) authorizing the
test report or calibration certificate.

Therefore we can conclude that the
standard itself does not preclude
the use of electronic signatures.



Electronic Signatures

This has prompted a review of the relevant legislat  ion,
standards and applicable regulations.

e The Accreditation Act, Act 19 of
2006:

The accreditation act provides for a
certificate issued by an accredited
body (AB) and signed by a person
deemed by SANAS as competent,
to be accepted as evidence of the
facts contained therein.



Electronic Signatures

This has prompted a review of the relevant legislat
standards and applicable regulations.

e The Accreditation Act, Act 19 of
2006:

The accreditation act provides for a certificate
iIssued by an accredited body (AB) and signed
by a person deemed by SANAS as competent,
to be accepted as evidence of the facts
contained therein.

We can also conclude that the Act
does not specify the form that the
signature must take.

on,



Electronic Signatures

 The Electronic communications
Act, Act 25 of 2002;

Section 13 of Act 25 states that
‘Where the signature of a person is
required by law and such law does
not specify the type of signature,
that requirement in relation to a
data message is met only if an
advanced electronic signature is
used'.



Electronic Signatures

 The Electronic communications
Act, Act 25 of 2002;

Act 25 of 2002 defines “advanced
electronic signature " as an
electronic signature which results
from a process which has been
accredited by the Authority as
provided for in Section 37,




Electronic Signatures

« The Electronic communications
Act, Act 25 of 2002;

Act 25 of 2002 defines
*authentication products or
services ” as products or
services designed to identify the
holder of an electronic signature
or other persons;




Electronic Signatures

« The Electronic communications
Act, Act 25 of 2002;

Act 25 of 2002 defines the
*authentication service provider
as a person whose authentication
products have been accredited by
the Accreditation Authority under
section 37 and recognized under
section 40;




Electronic Signatures

 The Electronic communications
Act, Act 25 of 2002;

Section 37 of Act 25 of 2005 states
that the ‘Accreditation
Authority’ (Read — the director
General of the Department of
Communications) may accredit
authentication products and
services in Support of
advanced electronic
signatures.



Electronic Signatures

e The Electronic communications
Act, Act 25 of 2002;

The DG of the Dept of
Communications has established
a body known as the ‘South
African Accreditation Authority ’
(talk about duplication!);

Regulations were published by the
department in June 2007 to
define the requirements for the
accreditation of ‘authentication
service providers’;



Electronic Signatures

e The Electronic communications
Act, Act 25 of 2002;

The requirements to be applied by
authentication service providers for
the issuing of electronic signatures
Include

(a) unigue link to the user

(b) capable of identifying the user

(c) created using means that can be
maintained under the sole control
of the user



Electronic Signatures

 The Electronic communications
Act, Act 25 of 2002;

(d) Will be linked to the to the data
message In such a manner that
any subsequent change to the
data or message Is detectable

(e) is based on a face to face
Identification of the user. See
section 38 of Act 25 of 2002.



Electronic Signatures

 The Electronic communications
Act, Act 25 of 2002;

The web page of the South African
Accreditation Authority accessible
from the Dept of Communication
website confirms that to date no
‘authentication service providers’
have been accredited.



Electronic Signatures

 |n Conclusion

Electronic Signatures are therefore
permitted on Certificates and
Reports issued by SANAS
accredited facilities issued by
electronic means, provided _ they
are ‘Advanced Electronic
Signatures’, and _ that the provider
of the ‘authentication products
and services’ is accredited by the
‘South African Accreditation
Authority’;




Electronic Signatures

 |In Conclusion

The use of ‘Scanned’ sighatures
do not meet the requirements
for advanced electronic
signhatures and are therefore
not permitted,



The End

Thank you

nevillet@sanas.co.za

Tel: 012 394 3780
Fax: 012 394 4780



