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SABS MANDATE

             

Ø Standard Act 8 of 2008

To provide for:
• develop, promote and maintain South African National Standards (SANS)
• promote quality in connection with commodities, products and services 
• rendering of related conformity assessment services

Ø SABS is the only national standardisation body in South Africa

Ø Section 4(2) (c) mandates SABS to obtain membership in international and foreign bodies 

having any similar objectives or scope of work
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REGIONAL AND INTERNATIONAL MEMBERSHIP 

  SECTION 4(2) (C) OF THE STDS ACT

International 

Regional 
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STANDARDS DIVISIONAL OBJECTIVES
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Objective 
1 Develop and maintain relevant national standards that address market needs, support and enable 

socio-economic and environmental objectives, industrial policy, innovative and competitive industries
2 Maintain a credible, inclusive and efficient national standards development system and processes  

underpinned by international standardisation principles and digital enablement 
3 Acquire, develop and retain skills to drive strategic and thought leadership, achieve stakeholder 

diversity amongst the pool of professional standardisers and meet the changing needs of society

4 Promote the widespread use of SANS through enhancing the public understanding of the value of 
SANS and related conformity assessments and demonstrate the benefits and positive impacts to the 
public and private sector

5 Strategic collaboration and leadership in regional and international standardisation forums; active 
participation in the harmonisation of standards and conformity assessment tools to support the 
implementation of the AfCFTA

6 Enhance the access, distribution and uptake of national standards by all stakeholders



STANDARDS DEVELOPMENT - PRINCIPLES

Impartiality And Consensus 
Impartiality

Ø Decisions that are based on objective criteria rather than on
the basis of bias, prejudice, or conferring the benefit to one organization over another for 
whatever reasons

Consensus
Ø general agreement
Ø seeking to take into account views of all parties concerned and reconcile conflict 
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STANDARDS DEVELOPMENT - PRINCIPLES

            Openness

Ø Collaboration that enriches the process to develop better content

Ø An open system in which participation is expanded to include a wide and relevant audience

Ø Indiscrimination of participants at every stage of the standards development process
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STANDARDS DEVELOPMENT - PRINCIPLES

STAKEHOLDER ENGAGEMENT 

Ø Necessity to involve players that may be materially affected by
the standard’s implementation  i.e., Industry, government, consumers, NGOs

Ø Role of members complemented by ‘direct’ engagement of
relevant stakeholders
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SABS SERVICES

    SABS services

ØStandard Development

ØConformity assessment Services

Ø Certification (system certification and product certification)

Ø Training 
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National Technical Committee

  

 

9© 2023 SOUTH AFRICAN BUREAU OF STANDARDS. All rights hereto are strictly reserved. The SABS name and logo are registered trademarks of the South African Bureau of Standards.

SABS/TC 1039
Medical devices  

Subcommittee 1
Anaesthetic and 

respiratory equipment

Subcommittee 2
Sterilization of healthcare 

products

Subcommittee 3
Quality management and corresponding 

general aspects for medical devices

Working group Working group Working group

Standards Approval Committee (SAC)



STANDARDS DEVELOPMENT PROCESS
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PWI NP WD CD DSS PUBLICATION 

00 10 20 30 40 50 – 60 

STAGE 00

• Request for a standard
• Assess market relevance 

STAGE 10

• TC/SC endorsement
• Approval by SAC

STAGE 20

• Preparation of 
       working draft
• Submit to TC/SC

STAGE 30

• Committee consensus 
development

       process

STAGE 40

• Public enquiry process
• Quality review
• Approval by committee

STAGE 50

• Final edit
• Due process verification
• SAC approval

Preliminary Work Item . Proposal Stage Preparatory Stage Committee Stage . Enquiry Stage  Publication 

Standards development process flow is based on international best practice principles  



Review of standards 

Ø Revision i.e., changes in the scope or technical changes on requirements for 

conformity  

Ø Amendment i.e., partial alteration of a provision of a standard 

Ø Reaffirmation 
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published standards 

68 published standards in total 

Ø SANS/ISO 13485 Quality management systems- Requirements for regulatory purposes

Ø SANS/ISO 14971 Medical devices- Application of risk management 

Ø SANS/ISO 13408 series Aseptic processing of health care products 

Ø SANS/ISO 11137 parts 1 Radiation Requirements for development validation and routine control 
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Relationship with ARSO

Involvement in harmonization of standards projects 

Ø  P-Member of ARSO/TC 78 - Medical devices
Ø P-Member in ARSO/TC 80 - Pharmaceutical and medicinal 

products 
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Relationship with ARSO

Ø P-member of ISO/TC 198 - Sterilization of healthcare products

Ø O-member in ISO/TC 121 - Anaesthetic and respiratory equipment 

Ø P-member in ISO/TC 210 - Quality management and 
corresponding general aspects for medical devices
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Contact Details

SABS

Physical Head office:
1 Dr Lategan Road
Groenkloof, Pretoria, 0001
Postal address:
Private Bag X191, Pretoria, 0001

Telephone numbers:
+ 27 12 428 7911 or 0861 277 227
Fax number: + 27 12 344 1568
E-mail address: info@sabs.co.za
Website address: www.sabs.co.za

Matlhale Peter Acting Executive Tel: 012 428 4175
e-mail: matlale.peter@sabs.co.za

Phollen Murivhula Manager Tel: 012 428 6396
e-mail: phollen.murivhula@sabs.co.za

Mapaseka Gumbi Standards Writer Tel: 012 428 6777
e-mail: mapaseka.gumbi@sabs.co.za

© 2023 SOUTH AFRICAN BUREAU OF STANDARDS. All rights hereto are strictly reserved. The SABS name and logo are registered trademarks of the South African Bureau of Standards.

mailto:info@sabs.co.za
mailto:name@sabs.co.za
mailto:name@sabs.co.za
mailto:name@sabs.co.za


16

Thank You, SABS Team
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This presentation is protected by Copyright, content is owned by the South African Bureau of Standards and is intended
solely for the audience at (SACB). Images used are copywritten by internet and not used for commercial gain to the SABS.

No part of this presentation may be reproduced or transmitted in any form or by any means,
without the prior written permission of the SABS.

For information, Address: SABS, 1 Dr Lategan Rd, Groenkloof, Pretoria , 0001. South Africa
Or mail: info@sabs.co.za attention: Legal Services
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