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Accreditation Act and Legal Implications

Mpho Phaloane

Senior Manager: Mechanical Physical

South African National Accreditation System



At¢m@diatiop Certificates

23. (1) An accreditation certificate or certificate of GLP
compliance issued in terms of section 22(2)(b), mus  t be signed
by the CEO or person with delegated authority to do S0 in
terms of section 19.

23.(2) SANAS may authorise a person in the employ of  SANAS
to certify a copy of an accreditation certificate i ssued i.t.o
subsection (1) as being a true copy of the certific  ate

23. (3) In any legal proceedings, a document that purports to be
a certificate issued in terms of subsection (1) or a copy of such
certificate certified in terms of subsection (2) is upon its
production evidence of the facts contained therein



CASE STUDY: Evidential Breath Tester

National Road Traffic Act, (Act 93 of 1996) states:

It is offence for a person to drive a motor vehicle or occupy the driver’'s
seat thereof with the engine running while the alco hol content in a
specimen of his or her breath exceeds prescribed li mits

In order to secure a conviction the NPA must prove beyond
reasonable doubt that at the time of the alleged offence the alcohol
content in the specimen of breath of the accused exceeded the
prescribed limit.



Mitigating factors:
a) test must be done within 2 hrs

b) only prescribed equipment used to conduct test (c ertificate issued by
manufacturer.)

c) the prescribed equipment used was accurate and in good order
(Calibration certificate)

d) a certificate issued by a SANAS accredited labora  tory will be prima
facie evidence of such calibration



SUB TITLE

The National Prosecution Authority (NPA) has indicated the despite

the existence of the Accreditation Act, they have encountered
difficulties with the courts regarding certificates issued by
accredited calibration laboratories; and the certificate of
accreditation issued by SANAS in favour of the accredited
laboratory

Proposed amendment:

1.

SANAS to include words on the certificate to the effect that
the document was issued in terms of section 23 (1) or (2) of
the enabling Act, to qualify as evidence of the fac  ts
contained therein;

Certificates issued by accredited laboratories to include
certain specific information in order to avoid havi ng to be
subpoenaed to testify in open court



AnendmeniEo SANAS Certificates

Recognized as the official national accreditation body by the
department of Trade and Industry of the Republic of South Africa

Now replaced by

Issued in terms of section 22(2)(b) of the Accreditation for
Conformity Assessment, Calibration and Good Laboratory Practice
Act, 2006 (Act 19 of 2006) read with sections 23(1), (2) and (3) of
the said Act



SUB TITLE

Implication of the SANAS accreditation certificates

The statement: “ .. is upon its production evidence of the facts
contained therein ” suggests that

The results of the test or calibration are accurate and traceable to
national/international standards

There is no doubt about the qualification and techn ical
competence of the personnel carrying out tests in t he lab

The certificate produced is traceable to the equipm ent tested
The lab is accredited for the specific test or cali bration

The method used has been validated, environmental ¢ onditions

were conducive, etc



Conclusion

There should be no doubt that the accreditation pro Cess is
robust enough to provide the confidence needed by t he NPA to

have a successful conviction and send offenders to jail
Assessors are at the forefront of the accreditation process and
have a huge responsibility to ensure that nothing i s left to

chance when carrying out assessments



SUB TITLE

Thank you



National Prosecuting Authority

Mr. Neville Tayler
South African National Accreditation System



National Prosecuting Authority

SANAS has been in Communication with Adv. JC
Gerber.

Recommendations were made with respect to the
Certificates and Schedules of Accreditation
Issued by SANAS,



National Prosecuting Authority

And

The Calibration Certificates  issued by
Laboratories involved in the Calibration of

equipment used to enforce the Regulations of the
Road Traffic Act




National Prosecuting Authority

The Acceptance of Equipment
for use in the enforcement of
the Road Traffic Act regulations

Equipment must be Type
Approved;
Approval to SABS 1793
equivalent to OIML R 126
(Since 2006)



National Prosecuting Authority

The Acceptance of Equipment for use in the
enforcement of the Road Traffic Act regulations

Equipment must be Type Approved,;
Approval to SABS 1793
equivalent to OIML R 126 (Since 2006)

Equipment must be regularly Calibrated,
As per Prosecution Guidelines equipment
to be calibrated every 6 months;



National Prosecuting Authority

Drager — Alcotest



National Prosecuting Authority

Guidelines for Calibration Certificates

Proposals for amendments to Calibration
certificates received are based on certificates
Issued by NMISA can include references to the
Measurement Act, Act of 18 of 2006;



National Prosecuting Authority

Guidelines for Calibration Certificates

The Measurement Act includes the
requirements for the establishment of NMISA —
however NMISA is not the only laboratory,
accredited to Calibrate Breathalyzers, and are
not accredited to Calibrate Speed Measuring
Devices.



National Prosecuting Authority

Guidelines for Calibration
Certificates

The Measurement Act
Includes the requirements
for the establishment of
NMISA — however NMISA Is
not the only laboratory,
accredited to Calibrate
Breathalyzers, and are not
accredited to Calibrate
Speed Measuring Devices.



National Prosecuting Authority

Guidelines for Calibration Certificates

A Statement ‘I have received the following
degrees ...... .. ;



National Prosecuting Authority

Guidelines for Calibration Certificates

A University Degree is not a measure of
competence to calibrate a Breathalyzer.



National Prosecuting Authority

Guidelines for Calibration Certificates

A Statement about having being independently
assessed by a peer review group.



National Prosecuting Authority

Guidelines for Calibration Certificates

The use of the SANAS Accreditation Symbol
IS already an indication that the laboratory is
accredited, and has been through an

assessment process.

The use of the Accreditation Symbol may
therefore be considered mandatory for all
Calibration certificates of this nature?



National Prosecuting Authority

Guidelines for Calibration Certificates

A Statement that the calibration is valid for a
period of 6 months.



National Prosecuting Authority

Guidelines for Calibration Certificates

Accreditation requirements only allow for a
statement of validity where is has either been
requested by the customer, or is stated to satisfy
a legal requirement. R 79 Already makes for the
use of validity statements provided reference
has been made to the applicable legislation.



National Prosecuting Authority

Guidelines for Calibration Certificates

A Statement on the lines of ‘During the course of
my duties | performed the calibration of ...... !



National Prosecuting Authority

Guidelines for Calibration Certificates

The current version of R 79 allows for the
signature of the person performing the
calibration to be omitted, when the certificate Is
signed by a Technical signatory.



National Prosecuting Authority

Guidelines for Calibration Certificates

The accreditation Act includes provisions for
any person who knowingly assists in making a
report that includes an untrue statement or
material fact, or omits to state a material facti s
guilty of an offence.



National Prosecuting Authority

Guidelines for Calibration Certificates



National Prosecuting Authority

Guidelines for Calibration Certificates

On going negotiations with the NPA. Ensure
that all stakeholders are represented.

Ensure conformity between all calibration
certificates issued by laboratories that may be
presented in court during prosecutions in terms
of the Road Traffic Act Regulations, this would
therefore include — EBA’s, Speed measuring
equipments, and in the future overloading.



National Prosecuting Authority

Guidelines for Calibration Certificates

Facilitate an update to R 79 to ensure that all
necessary aspects are addressed w.r.t.
Calibration certificates pertinent to the
enforcement of the Road Traffic Act.

Consider — Statement of Compliance —
Should this not be a prerequisite on these types
of Certificates?



National Prosecuting Authority

Guidelines for Calibration Certificates

Include provisions requiring that the person
performing the calibration sign the certificate
Irrespective if they are the Technical Signatory —
or allow only persons who are technical
signatories to perform the calibration and sign
these certificates.



National Prosecuting Authority

Guidelines for Calibration Certificates

In spite of all of these proposed changes our
legal representatives have concluded:

‘....the court still has the discretion to
call upon the person who issued the certificate
to appear in court.’



The End

Thank you

nevillet@sanas.co.za

Tel: 012 394 3780
Fax: 012 394 4780



SANAS STRUCTURE

Christinah Leballo
Senior Manager: Testing, Certification and BBBEE

South African National Accreditation System



SANAS STRUCTURE

Where we were
\Where we want to be

\Where we are
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SANASISTRUCTURE (Where we want to be)
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SANASISTRUCTURE (Where we are)
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Thank you



ILAC/IAF/EA Feedback

—

ILAC ILAC Resolution GA12.23 Twelfth GA Stockholm 19-2ictober 2008
Agreement between ILAC and BIPM for Implementinggeminology change fron
BMC to CMC
EA EA GA May 2009

Regulation 765/08

In compliance with the Regulation 765/2008, EA members:
1. Develop accreditation as a service of general interest with a public
authority status as the last level of control of conformity assessment
services in the voluntary and law regulated fields;

2. Operate at the national level upon suitable mandate of the
governments, in full independence and impartiality, on a non-profit-
distributing and non competitive basis;

3. Are fully accountable to accreditation stakeholders and their structure
does not allow for predominant interests to take control.




ILAC/IAF/EA Feedback

IAF

Mandatory Documents

|IAF MD1: 2007
|IAF MD 2: 2007

|AF MD 3: 2008
|AF MD 4: 2008

|IAF MD 5: 2009
|AF MD 6: 2009

Certification of Multi-sites based &ampling

Transfer of Accredited Certificatiofh Management
Systems
Advanced Surveilance & RecertificatiBrocedure

Use of Computer Assisted Techniqumsiccredited
Certification of Managent Systems

Duration of QMS & EMS Audits
Application of ISO 14065:2007




Approvals Committee



Approvals Committee

* Findings???? (+/-) Recorded by
the Peer Evaluation

 We had to re-look at the SANAS
procedure (one AC Member)



Approvals Committee

e Back to what i1t used to be,

a meeting chaired by an FM or
other SANAS Technical Staffer.



Approvals Committee

 Initial assessments, Re -
assessments and extensions of
accredited facilities outside of
the existing scope, are the
subject of the Approval
Committee (AC) evaluation



Approvals Committee

e Assessment documentation
recelved after a surveillance
assessment, with a
recommendation of suspension
of accreditation for partial or
complete scope of existing
accreditation status, will be
subject to an AC meeting
consisting of the relevant Field
manager (FM) or delegate and a
Senior Manager (SM).



Approvals Committee

 The Senior Managers have
planned, scheduled and review
AC meetings as a standard
calendar item set every 2 weeks



Approvals Committee

 The bi-monthly scheduled
meeting will fulfil the
eventuality that an AC meeting
may be required for any of the
programs for facility

assessments requiring an AC
decision.



Approvals Committee

 For scheduled AC ’s within the
Regulatory domain, the
relevant FM will request the
presence of at least one
member representing the
relevant regulatory authority,



Approvals Committee

Names of AC members will be
published on the SANAS
website so that facilities can
object to AC members who
may be assigned to evaluate
that facilities assessment pack.
Valid reasons must be
submitted by the facility
concerning any objections of
an AC member they may have.



Approvals Committee

« Each AC member will give feedback
on the packs they have evaluated,
stating whether they support / reject
the recommendations made by the
assessment team, with reasons.
This Is also done to reach
consensus amongst the AC
members.

The report of the evaluation by the AC
member will be recorded on the

F 08 “ Approval Committee Evaluation
of Assessment Packs " form.



Approvals Committee

« The committee Is tasked to evaluate
whether the information submitted
by the Lead Assessor was recorded
on the appropriate assessment
forms, and contained the necessary
Information.

e This information should indicate if
the competency and relevant
system was appropriate and in
place to support the technical
competency for which the facility
had applied for accreditation



Approvals Committee

« The committee would verify that the
Technical Assessor had recorded, on the
appropriate forms, the assessment of the
technical aspects as per the schedule of
accreditation. The Committee member
would, evaluate whether the comments
made were sufficiently detailed and
allowed for intelligent interpretation, and
that the conclusion of the competencies
and results or services provided by the
accredited facility were reflected in the
final recommendation



Approvals Committee

« The AC members must evaluate
whether a thorough assessment
has been carried out and
appropriately recorded.

« The objectiveisnottotrytore -
assess the facility through the
submitted Assessment pack. (The
AC member must accept that the
assessor(s ) have been trained Iin
assessment techniques and
therefore competent to perform the
assessment of that discipline.)



Approvals Committee

e The AC must use the F 08
“ Approval Committee Evaluation of
Assessment Packs ” form to inform
the Chairperson of instances where
Insufficient information was
avallable for them to make a
judgment on the thoroughness of
the assessment, or on any other
Issues of concern. The

Chairperson wi
Information to t
will then take u

| pass on this
ne relevant FM who

0 these “queries”

with the relevant Lead Assessor



Approvals Committee

e The AC shall, where relevant, make
recommendations to the relevant
Chairperson regarding the
performance of assessors and
Inspectors and whether they
continue to meet SANAS
requirements. Any comments on
the assessment team performance
recorded on the FO8 form and
referred on the F182 shall be
communicated to the assessment
team by the relevant FM.



Approvals Committee

AC Member will evaluate the pack to determine:

Was information available to indicate that the
relevant disciplines shown on the applicant 's
application were covered in the assessment / GLP
iInspection performed by the SANAS assessors /
GLP inspectors?

Was it evident that assessments / GLP
Inspections were performed against the
documented Quality system or required OECD
Principles of GLP?

Was it evident that the applicant had the
capacity, capability and necessary expertise to
certify organisations or perform calibrations, test
or GLP compliant studies competently?

and



Approvals Committee

Was it evident that the applicant
significantly complied with the
requirements of the relevant ISO/IEC
Guide, International Standard or OECD
Principles of Good Laboratory Practice
and relevant SANAS Requirement
documents?

Was it evident that the applicant
significantly complied with all the
Accreditation Assessment and/or GLP
Compliance Inspection requirements as
contained in the relevant SANAS
Procedural and Requirement
documentation?

Have all outstanding Corrective Actions
been closed out (within the agreed time
period) to the satisfaction of SANAS?



Approvals Committee

The AC will also comment on
situations concerning NC’s root
cause being evaluated.

Also comment on

If the NC’s been signhed

off without the necessary objective
evidence having been submitted.



Field Managers

 Review of Survelllance
Assessments, Extensions in an
already accredited scope and
Signatories

by the Field Managers



Approvals Committee

Training



Customer Feedback

Mr. Neville Tayler
South African National Accreditation System



Customer Feedback

In the effort to improve the level
of service provided by SANAS,
SANAS has requested their
Customers to complete the
Service Level Questionnaire
available for Download from the
SANAS Website in either PDF or
Word Format

WWW.Sanas.Cco.Za



Customer Feedback



Customer Feedback

The Service Level
Questionnaire focuses on the
Assessment Process but
Includes questions of a
general nature related to the
service provided by SANAS.

Completion of the
Questionnaire is Confidential,
and is used to establish areas
where SANAS can improve
their Service to the Customer.



Customer Feedback

Customers are requested to
Score SANAS between O (very
poor) and 10 (excellent) based

on their performance with
respect to various aspects of
the service and the
assessment.



Customer Feedback

Questions Asked

1.1 The overall level of Satisfaction
with SANAS In general.

1.2  The overall level of Satisfaction
with the SANAS Assessment Process

1.5 The overall satisfaction with the
technical assessment



Customer Feedback

Questions Asked

2.1 Timeous communication from
SANAS to arrange the assessment
date

2.8  Scope & depth of Assessment
as a fair reflection of the accredited
facility.



Customer Feedback

Questions Asked

2.9  Technical Competence of the
Technical Assessor.

2.13 Professional approach of the
assessment team.

1.17 Conclusions based on adequate
factual evidence



Customer Feedback

SO HOW DID WE
RATE?

The highest rating was
received for Question 2.9 -
88,7% (85,2% in 2008).

2.9 Technical
Competence of the
Technical Assessor
handling the assessment.



Customer Feedback

SO HOW DID WE
RATE?

The lowest rating was
received for Question 1.3 -
57,1% (55,5% in 2008).

1.3  The overall quality of
service received from the
SANAS Administrative
process



Customer Feedback

RESPONSE TO
SPECIFIC
QUESTIONS

1.1 The overall level
of Satisfaction with
SANAS in general.

62,2 % 2009
62,2 % 2008



Customer Feedback

RESPONSE TO
SPECIFIC
QUESTIONS

1.2  The overall level of
Satisfaction with the SANAS
Assessment Process.

72,0 % 2009
72,0 % 2008



Customer Feedback

RESPONSE TO
SPECIFIC
QUESTIONS

1.5 The overall
satisfaction with the
technical assessment

80,2 % 2009
78,2 % 2008



Customer Feedback

RESPONSE TO
SPECIFIC
QUESTIONS

2.1 Timeous
communication from
SANAS to arrange the
assessment date

71,1% 2009
67,5 % 2008



Customer Feedback

RESPONSE TO
SPECIFIC
QUESTIONS

2.8 Scope & depth of
Assessment as a fair
reflection of the accredited

facility.

86,4 % 2009
82,9 % 2008



Customer Feedback

RESPONSE TO
SPECIFIC
QUESTIONS

2.13 Professional
approach of the assessment
team.

88,4 % 2009
87,9 % 2008



Customer Feedback

RESPONSE TO
SPECIFIC
QUESTIONS

1.17 Conclusions based
on adequate factual
evidence

87,3 % 2009
84,7 % 2008



Customer Feedback

A second survey will be started late
2009/2010 to evaluate our
performance.



The End

Thank you

nevillet@sanas.co.za

Tel: 012 394 3780
Fax: 012 394 4780



Suggestions
for
continued
Improvement



Way Forward



