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Introduction
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For national standards, comments will be reviewed by the relevant UK national committee and the resulting standards published
as a British Standard.
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this draft. Please indicate if you are aware of any reason why this draft standard should not be published as a British Standard.

Submission of Comments
- Annotated drafts are not acceptable and will be rejected.

- All comments should be submitted online at https://standardsdevelopment.bsigroup.com/. You will need to register in
order to comment.
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3.1 Definition 1 ed Definition is ambiguous and needs
clarifying.

Amend to read '...so that the mains
connector to which no connection...'
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an alternative cannot be supported
as serious problems have been
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INTERNATIONAL ELECTROTECHNICAL COMMISSION 217 

__________ 218 

 219 

EXPLOSIVE ATMOSPHERES – 220 

 221 

Part 34: Application of quality management systems  222 

for Ex Product manufacture 223 

 224 

FOREWORD 225 

1) The International Electrotechnical Commission (IEC) is a worldwide organization for standardization comprising 226 
all national electrotechnical committees (IEC National Committees). The object of IEC is to promote international 227 
co-operation on all questions concerning standardization in the electrical and electronic fields. To this end and 228 
in addition to other activities, IEC publishes International Standards, Technical Specifications, Technical Reports, 229 
Publicly Available Specifications (PAS) and Guides (hereafter referred to as “IEC Publication(s)”). Their 230 
preparation is entrusted to technical committees; any IEC National Committee interested in the subject dealt with 231 
may participate in this preparatory work. International, governmental and non-governmental organizations liaising 232 
with the IEC also participate in this preparation. IEC collaborates closely with the International Organization for 233 
Standardization (ISO) in accordance with conditions determined by agreement between the two organizations.  234 

2) The formal decisions or agreements of IEC on technical matters express, as nearly as possible, an international 235 
consensus of opinion on the relevant subjects since each technical committee has representation from all 236 
interested IEC National Committees. 237 

3) IEC Publications have the form of recommendations for international use and are accepted by IEC National 238 
Committees in that sense. While all reasonable efforts are made to ensure that the technical content of IEC 239 
Publications is accurate, IEC cannot be held responsible for the way in which they are used or for any 240 
misinterpretation by any end user. 241 

4) In order to promote international uniformity, IEC National Committees undertake to apply IEC Publications 242 
transparently to the maximum extent possible in their national and regional publications. Any divergence between 243 
any IEC Publication and the corresponding national or regional publication shall be clearly indicated in the latter.  244 

5) IEC itself does not provide any attestation of conformity. Independent certification bodies provide conformity 245 
assessment services and, in some areas, access to IEC marks of conformity. IEC is not responsible for any 246 
services carried out by independent certification bodies. 247 

6) All users should ensure that they have the latest edition of this publication.  248 

7) No liability shall attach to IEC or its directors, employees, servants or agents including individual experts and 249 
members of its technical committees and IEC National Committees for any personal injury, property damage or 250 
other damage of any nature whatsoever, whether direct or indirect, or for costs (including legal fees) and 251 
expenses arising out of the publication, use of, or reliance upon, this IEC Publication or any other IEC 252 
Publications. 253 

8) Attention is drawn to the Normative references cited in this publication. Use of the referenced publications is 254 
indispensable for the correct application of this publication.  255 

9) Attention is drawn to the possibility that some of the elements of this IEC Publication may be the subject of patent 256 
rights. IEC shall not be held responsible for identifying any or all such patent rights. 257 

International Standard ISO/IEC 80079-34 has been prepared by ISO/IEC subcommittee 31M: 258 

Non-electrical equipment and protective systems for explosive atmospheres of IEC technical 259 

committee 31: Equipment for explosive atmospheres. 260 

This third edition cancels and replaces the second edition, published in 2018, and constitutes 261 

a technical revision. 262 

This publication is published as a double logo standard. 263 

This standard should be read in conjunction with ISO 9001:2015. 264 

The text of this International standard is based on the following documents:  265 

FDIS Report on voting 

31M/XX/FDIS 31M/XX/RVD 

 266 

Full information on the voting for the approval of this International Standard can be found in the 267 
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report on voting indicated in the above table. In ISO, the standard has been approved by XXX 268 

P members out of YYY having cast a vote.  269 

This document has been drafted in accordance with the ISO/IEC Directives, Part 2. 270 

A list of all parts of the IEC 60079 series, under the general title Explosive atmospheres, as 271 

well as the ISO/IEC  80079 series, can be found on the IEC website. 272 

The committee has decided that the contents of this document will remain unchanged until the 273 

stability date indicated on the IEC web site under "http://webstore.iec.ch" in the data related to 274 

the specific document. At this date, the document will be  275 

• reconfirmed, 276 

• withdrawn, 277 

• replaced by a revised edition, or 278 

• amended. 279 

A bilingual version of this publication may be issued at a later date. 280 

 281 

 282 

 283 

The National Committees are requested to note that for this document the stability date 284 

is XXXX. 285 

THIS TEXT IS INCLUDED FOR THE INFORMATION OF THE NATIONAL COMMITTEES AND WILL BE DELETED 286 

AT THE PUBLICATION STAGE. 287 

288 
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INTRODUCTION 289 

This part of ISO/IEC  80079 specifies requirements for a quality management system that can 290 

be used by an organization for the manufacture of Ex Products as Mmanufacturer, 291 

mManufacturing location, pProduction site, Llocal assembler and Ttrade aAgent. 292 

It can also be used by third parties including certification bodies, to assess the organization’s 293 

ability to meet conformity assessments system requirements and/or regulatory requirements. 294 

The application of this document is intended to cover both electrical and non-electrical 295 

equipment, protective systems, safety devices, Ex Components and their combinations. The 296 

detailed content (e.g.for example annexes) is currently focused on the established documents. 297 

Quality requirements are an integral part of most certification schemes and as such this 298 

document has been prepared with the IECEx system requirements in mind, is intended to 299 

support ATEX Directive requirements for quality management system and can be applied in 300 

other national or regional certification schemes that relate to the manufacture of Ex Products. 301 

In order to help the reader, the text of the applicable sections of ISO 9001:2015 is reproduced 302 

in a rectangular box. Where clauses are referenced within a rectangular box these refer to 303 

ISO 9001:2015. 304 

305 
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EXPLOSIVE ATMOSPHERES – 306 

 307 

Part 34: Application of quality management systems  308 

for Ex Product manufacture 309 

 310 

 311 

1 Scope 312 

This document specifies particular requirements and information for establishing and 313 

maintaining a quality management system to manufacture Ex Products in accordance with the 314 

certificates. While it does not preclude the use of other quality management systems that are 315 

compatible with the objectives of ISO 9001:2015 and which provide equivalent results, the 316 

minimum requirements are given in this document. 317 

2 Normative references 318 

The following documents are referred to in the text in such a way that some or all of their content 319 

constitutes requirements of this document. For dated references, only the edition cited applies. 320 

For undated references, the latest edition of the referenced document (including any 321 

amendments) applies. 322 

IEC 60050-426, International Electrotechnical Vocabulary - Part 426: Equipment for explosive 323 

atmospheres 324 

IEC 60079-0, Explosive atmospheres - Part 0: Equipment - General requirements 325 

ISO 9000, Quality management systems – Fundamentals and vocabulary 326 

ISO 9001:2015, Quality management systems – Requirements 327 

3 Terms and definitions 328 

For the purposes of this document, the terms and definitions given in IEC 60050-426, 329 

IEC 60079-0, ISO 9000 and the following apply. 330 

ISO and IEC maintain terminological databases for use in standardization at the following 331 

addresses: 332 

• IEC Electropedia: available at http://www.electropedia.org/ 333 

• ISO Online browsing platform: available at http://www.iso.org/obp 334 

 335 

3.1  336 

certificate 337 

document that conveys the assurance of the conformity of a product, process, system, person, 338 

or organization with specified requirements 339 

Note 1 to entry: This is equivalent to the term “certificate” defined in IEC 60079-0. 340 

Note 2  1 to entry: The certificate is either the supplier’s declaration of conformity or the purchaser’s recognition of 341 
conformity or certification (as a result of action by a third party) as defined in ISO/IEC  17000.  342 

[SOURCE: IEC 60050-426:2020, 426-04-23] 343 Commented [BN1]: GB01 
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3.1.1  344 

Ex Product certificate 345 

certificate of conformity of an Ex Product type to IEC or ISO standards, including Ex Equipment 346 

certificates and Ex Component certificates 347 

3.2  348 

oOrganization 349 

3.2.1  350 

manufacturer 351 

organization, situated at a stated location or locations, that carries out or controls such stages 352 

in the manufacturing process, assessment, handling and storage of a Ex pProduct that enables 353 

it to accept responsibility for continued compliance of the Ex pProduct with the relevant 354 

requirements and undertakes all obligations in that connection 355 

3.2.2  356 

manufacturing location  357 

facility, under control or under contract with a manufacturer, that may be a site of the 358 

manufacturer or an external provider that carries out manufacturing, handling, storage, or other 359 

activities (for example, assembly, routine tests, procurement, and incoming inspection), up to 360 

and including releasing to the market the Ex pProduct bearing the Ex Product certificate number 361 

and final packaging. 362 

Note 1 to entry: Manufacturing location(s) operate under the control of the manufacturer (Applicant) listed on the 363 
certificate with respect to the manufacture of Ex equipment.  364 

3.2.3  365 

production site  366 

facility that may be either a facility of the manufacturer or an external provider that is subject to 367 

the application of this document, that does not release the Ex Pproduct to the market but carries 368 

out manufacturing, handling or storage of the Ex Pproduct, or parts of the Ex Pproduct, under 369 

the control of, or under contract with, a manufacturing location 370 

3.2.4  371 

local assembler 372 

site of the manufacturer or agent of the manufacturer where final assembly of the Ex pProduct 373 

is performed in accordance with the definition authorizsed by the manufacturer.   374 

Note to entry: The determination of the location being qualified as a local assembler or manufacturing location is 375 
the responsibility of the issuer of the quality certification 376 

3.2.5  377 

trade agent 378 

organization that is presenting themselves to the market as the manufacturer, has a contract 379 

with the original Ex Product certificate holder and assumes full responsibility as manufacturer 380 

for each product that is sold under their name. 381 

Note  1 to entry: A Ttrade agent is usually distributor of the certified product who would like that the product be 382 
under their name and without information of the oOriginal eEquipment mManufacturer OEM on the product. 383 

3.3  384 

contract 385 

requirements forming an agreement between different parties and transmitted by any 386 

appropriate means  387 

3.4  388 

customer complaint 389 

reported, written or verbal allegation made by a customer which concerns the identity, quality, 390 

durability, safety, security, conformity or performance of any equipment or protective system or 391 

componentEx Product as defined in the Ex Product certificate  392 
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3.5  393 

Ex Product 394 

Ex Equipment, protective system, safety device, Ex Component and their combination, as well 395 

as software and services 396 

3.6  397 

protective system 398 

device other than components of equipment which are intended to halt incipient explosions 399 

immediately and/or to limit the effective range of an explosion  400 

Note 1 to entry: Protective systems can be integrated into equipment or separately released for use as autonomous 401 
systems. 402 

3.7  403 

safety device  404 

device intended for use inside or outside explosive atmospheres but required for or contributing 405 

to the safe functioning of equipment and protective systems with respect to the risks of 406 

explosion 407 

3.8  408 

schedule drawing  409 

drawing or document listed in the Ex Product certificate or test report 410 

3.9  411 

related drawing  412 

drawing or document not listed in the Ex Product certificate or test report but linked to the 413 

schedule drawing, and used for example, for detailed manufacture or purchase of component 414 

parts 415 

3.10  416 

technical documentation 417 

documentation that enables the conformity of the product with the requirements of the 418 

standard(s) to be assessed 419 

Note 1 to entry: This includes schedule drawings  420 

Note 2 to entry: It covers the design, manufacture and operation of the product and can contain:  421 
– a general description; 422 

– design and manufacturing drawings and layouts of components, sub-assemblies, circuits, etc.; 423 

– descriptions and explanations necessary for the understanding of drawings and layouts and the operation of the 424 
product; 425 

– a list of the standards referred to in the Ex Product certificate, applied in full or in part, and descriptions of the 426 
solutions adopted to meet the requirements of the applicable standards; 427 

– results of design calculations made, examinations carried out, risk assessment etc.; 428 

– test reports. 429 

Note  3 to entry:  For Nonnon-electrical equipment, this includes the f“Formal Ignition ignition hazard identification 430 
and assessment” referred to in ISO  80079-36. 431 

3.11  432 

manufacturer’s documentation 433 

documents required by a manufacturer but not subject to assessment by body responsible for 434 

verification when making an application for a test report or an Ex Product certificate 435 

Note 1 to entry: For example, manufacturing instructions, related drawings, data sheets and sales literature.  436 

Note 2 to entry: The manufacturer’s documentation can be either in paper form or electronic form.  437 

3.12  438 

body responsible for verification  439 

body which conducts documentation review and periodical audit as appropriate 440 
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Note 1 to entry: The body can be a manufacturer (first party), purchaser (second party), or a Certification body 441 
(third party). 442 

3.13  443 

risk  444 

effect of uncertainty on objectives 445 

Note  1 to entry:  An effect is a deviation from the expected. It can be positive, negative or both, and can address, 446 
create or result in opportunities and threats. The concept of “Risk-based thinking” is explained in A.4 of 447 
ISO 9001:2015 448 

Note 2 to entry:  Objectives can have different aspects and categories, and can be applied at different levels.  449 

Note 3 to entry:  Risk is usually expressed in terms of risk sources (3.143.4), potential events (3.153.5), their 450 
consequences (3.163.6) and their likelihood (3.173.7). 451 

Note  4 to entry:  This definition differs from that specified in IEC  60050 and hence the rest of the IEC  60079 and 452 
ISO(/IEC)  80079 series of standards. 453 

[SOURCE: ISO  31000:2018, 3.1] 454 

3.14  455 

risk source 456 

element which alone or in combination has the potential to give rise to risk  457 

[SOURCE: ISO  31000:2018, 3.4] 458 

 459 

3.15  460 

event 461 

occurrence or change of a particular set of circumstances 462 

Note  1 to entry:  An event can have one or more occurrences, and can have several causes and several 463 
consequences. 464 

Note  2 to entry:  An event can also be something that is expected which does not happen, or something that is not 465 
expected which does happen. 466 

Note  3 to entry:  An event can be a risk source. 467 

[SOURCE: ISO  31000:2018, 3.5] 468 

3.16  469 

consequence 470 

outcome of an event (3.153.5) affecting objectives 471 

Note  1 to entry:  A consequence can be certain or uncertain and can have positive or negative direct or indirect 472 
effects on objectives. 473 

Note  2 to entry:  Consequences can be expressed qualitatively or quantitatively.  474 

Note  3 to entry:  Any consequence can escalate through cascading and cumulative effects.  475 

[SOURCE: ISO  31000:2018, 3.6] 476 

3.17  477 

likelihood 478 

chance of something happening 479 

Note  1 to entry:  In risk management terminology, the word “likelihood” is used to refer to the chance of something 480 
happening, whether defined, measured or determined objectively or subjectively, qualitatively or quantitatively, and 481 
described using general terms or mathematically (such as a probability or a frequency over a given time period).  482 
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Note  2 to entry:  The English term “likelihood” does not have a direct equivalent in some languages; instead, the 483 
equivalent of the term “probability” is often used. However, in English, “probability” is often narrowly interpreted as 484 
a mathematical term. Therefore, in risk management terminology, “likelihood” is used with the intent that it should 485 
have the same broad interpretation as the term “probability” has in many languages other than English.  486 

[SOURCE: ISO  31000:2018, 3.7] 487 

3.18  488 

control 489 

measure that maintains and/or modifies risk 490 

Note  1 to entry:  Controls include, but are not limited to, any process, policy, device, practice, or other conditions 491 
and/or actions which maintain and/or modify risk. 492 

Note  2 to entry:  Controls may not always exert the intended or assumed modifying effect.  493 

[SOURCE: ISO  31000:2018, 3.8] 494 

3.19  495 

Eexternal provider’s declaration of conformity 496 

document issued by an external provider confirming the products, process or services are as 497 

requested 498 

NOTE 1 to entry: The external provider’s declaration of conformity can take the form of a declaration, certificate or 499 
compliance statement. 500 

NOTE 2 to entry: Annex C provides guidance for external provider’s declarations of conformity  501 

4 Context of the organization 502 

4.1 Understanding the organization and its context 503 

The organization shall determine external and internal issues that are relevant to its purpose 504 

and its strategic direction and that affect its ability to achieve the intended result(s) of its quality 505 

management system. 506 

The organization shall monitor and review information about these external and internal issues.  507 

NOTE 1 Issues can include positive and negative factors or conditions for consideration.  508 

NOTE 2 Understanding the external context can be facilitated by considering issues arising from legal, technological, 509 
competitive, market, cultural, social and economic environments, whether international, national, regional or local.  510 

NOTE 3 Understanding the internal context can be facilitated by considering issues related to values, culture, 511 
knowledge and performance of the organization. 512 

4.1 of ISO 9001:2015 applies with the following addition: 513 

In regard to this document, the context of the organization is to ensure that any Ex Product or 514 

part of the Ex Product is in accordance with its Ex Product certificate and technical 515 

documentation. 516 

The organization shall determine the extent of control for manufacturing locations, production 517 

sites and local assemblers. 518 

The applicability of the requirements of this standard shall be determined by the type of 519 

organization (manufacturer, manufacturing location, production site, local assembler or trade 520 

agent) and the role that they play in ensuring that Ex pProduct released to the market is 521 

compatible with the technical documentation. 522 

NOTE Annex D: Annex D provides guidance for the applicability of this standard to the different types of 523 
organization. 524 
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4.2 Understanding the needs and expectations of interested parties 525 

Due to their effect or potential effect on the organization’s ability to consistently provide 526 

products and services that meet customer and applicable statutory and regulatory requirements, 527 

the organization shall determine: 528 

a) the interested parties that are relevant to the quality management system; 529 

b) the requirements of these interested parties that are relevant to the quality management 530 

system. 531 

The organization shall monitor and review information about these interested parties and their 532 

relevant requirements. 533 

4.2 of ISO 9001:2015 applies. 534 

4.3 Determining the scope of the quality management system 535 

The organization shall determine the boundaries and applicability of the quality management 536 

system to establish its scope. 537 

When determining this scope, the organization shall consider:  538 

a) the external and internal issues referred to in 4.1; 539 

b) the requirements of relevant interested parties referred to in 4.2; 540 

c) the products and services of the organization. 541 

The organization shall apply all the requirements of this International Standard if they are 542 

applicable within the determined scope of its quality management system. 543 

The scope of the organization’s quality management system shall be available and be 544 

maintained as documented information. The scope shall state the types of products and 545 

services covered, and provide justification for any requirement of this International Standard 546 

that the organization determines is not applicable to the scope of its quality management 547 

system. 548 

Conformity to this International Standard may only be claimed if the requirements determined 549 

as not being applicable do not affect the organization’s ability or responsibility to ensure the 550 

conformity of its products and services and the enhancement of customer satisfaction.  551 

4.3 of ISO 9001:2015 applies. 552 

4.4 Quality management system and its processes 553 

4.4.1 The organization shall establish, implement, maintain and continually improve a quality 554 

management system, including the processes needed and their interactions, in accordance with 555 

the requirements of this International Standard. 556 

The organization shall determine the processes needed for the quality management system and 557 

their application throughout the organization, and shall:  558 

a) determine the inputs required and the outputs expected from these processes; 559 

b) determine the sequence and interaction of these processes; 560 

c) determine and apply the criteria and methods (including monitoring, measurements and 561 

related performance indicators) needed to ensure the effective operation and control of these 562 

processes; 563 

d) determine the resources needed for these processes and ensure their availability; 564 

e) assign the responsibilities and authorities for these processes; 565 

f) address the risks and opportunities as determined in accordance with the requirements of 566 

6.1; 567 
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g) evaluate these processes and implement any changes needed to ensure that these 568 

processes achieve their intended results; 569 

h) improve the processes and the quality management system. 570 

4.4.2 To the extent necessary, the organization shall: 571 

a) maintain documented information to support the operation of its processes; 572 

b) retain documented information to have confidence that the processes are being carried out 573 

as planned. 574 

4.4 of ISO 9001:2015 applies with the following addition: 575 

The quality management system shall ensure that the Ex Product or part of the Ex Product 576 

conforms to the type described in the Ex Product certificate and the technical documentation.  577 

5 Leadership 578 

5.1 Leadership and commitment 579 

5.1.1 General 580 

Top management shall demonstrate leadership and commitment with respect to the quality 581 

management system by: 582 

a) taking accountability for the effectiveness of the quality management system; 583 

b) ensuring that the quality policy and quality objectives are established for the quality 584 

management system and are compatible with the context and strategic direction of the 585 

organization; 586 

c) ensuring the integration of the quality management system requirements into the 587 

organization’s business processes; 588 

d) promoting the use of the process approach and risk-based thinking; 589 

e) ensuring that the resources needed for the quality management system are available; 590 

f) communicating the importance of effective quality management and of conforming to the 591 

quality management system requirements; 592 

g) ensuring that the quality management system achieves its intended results; 593 

h) engaging, directing and supporting persons to contribute to the effectiveness of the quality 594 

management system; 595 

i) promoting improvement; 596 

j) supporting other relevant management roles to demonstrate their leadership as it applies to 597 

their areas of responsibility. 598 

NOTE Reference to “business” in this International Standard can be interpreted broadly to mean those activities that 599 
are core to the purposes of the organization’s existence, whether the organization is public, private, for profit or not 600 
for profit. 601 

5.1.1 of ISO 9001:2015 applies. 602 
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5.1.2 Customer focus 603 

Top management shall demonstrate leadership and commitment with respect to customer focus 604 

by ensuring that: 605 

a) customer and applicable statutory and regulatory requirements are determined, understood 606 

and consistently met; 607 

b) the risks and opportunities that can affect conformity of products and services and the ability 608 

to enhance customer satisfaction are determined and addressed; 609 

c) the focus on enhancing customer satisfaction is maintained. 610 

5.1.2 of ISO 9001:2015 applies. 611 

5.2 Policy 612 

5.2.1 Establishing the quality policy 613 

Top management shall establish, implement and maintain a quality policy that:  614 

a) is appropriate to the purpose and context of the organization and supports its strategic 615 

direction; 616 

b) provides a framework for setting quality objectives; 617 

c) includes a commitment to satisfy applicable requirements; 618 

d) includes a commitment to continual improvement of the quality management system. 619 

5.2.1 of ISO 9001:2015 applies. 620 

5.2.2 Communicating the quality policy 621 

The quality policy shall: 622 

a) be available and be maintained as documented information; 623 

b) be communicated, understood and applied within the organization;  624 

c) be available to relevant interested parties, as appropriate. 625 

5.2.2 of ISO 9001:2015 applies. 626 

5.3 Organizational roles, responsibilities and authorities 627 

Top management shall ensure that the responsibilities and authorities for relevant roles are 628 

assigned, communicated and understood within the organization.  629 

Top management shall assign the responsibility and authority for:  630 

a) ensuring that the quality management system conforms to the requirements of this 631 

International Standard; 632 

b) ensuring that the processes are delivering their intended outputs; 633 

c) reporting on the performance of the quality management system and on opportunities for 634 

improvement (see 10.1), in particular to top management; 635 

d) ensuring the promotion of customer focus throughout the organization; 636 

e) ensuring that the integrity of the quality management system is maintained when changes to 637 

the quality management system are planned and implemented. 638 

5.3 of ISO 9001:2015 applies with the following additions: 639 

Ex authorized person(s) shall be appointed with defined and documented responsibilities and 640 

authority to ensure the following requirements are met:  641 
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a) the effective co-ordination of activities with respect to Ex Products; 642 

b) the liaison with the issuer of the Ex Product certificate (when not issued by the 643 

manufacturer) with respect to any proposed change to the design defined in the 644 

Ex Product certificate and the technical documentation; 645 

c) the liaison with the body responsible for the verification of the quality management 646 

system with respect to intended updatesing of the quality management system; 647 

NOTE 1 It is not practicable for the manufacturer to inform the body responsible for the verification of the 648 
quality management system each time the quality management system is updated. It is only practicable to 649 
inform them of "substantial" updatesing of to the quality management system relevant to the Type of 650 
Protection. Similarly, it is not practicable to specify in general terms what types of updat esing are or are not 651 
"substantial". It is therefore normal that the manufacturer informs the body responsible for the verification 652 
of the quality management system on any update of the quality management system having consequences 653 
on Ex Products compliance. The change of an Ex authorized person is considered as a “substantial” change. 654 

d) the authorization of initial approval and changes to related drawings, where appropriate;  655 

e) the authorization of concessions (see 8.7e)f)); 656 

f) the accuracy of relevant information regarding Ex Product given to the customer for any 657 

sales literature and installation instructions (which shall include applicable Specific 658 

Conditions of Use and any Schedule of Limitations); 659 

NOTE 2 Ex Equipment Certificate numbers with a suffix “X” contain Specific Conditions of Use. Ex 660 
Component certificates numbers, with a suffix “U” may contain a Schedule of Limitations.  661 

g) the effective coordination of manufacturing processes related to Ex Products including 662 

those at production sites and externally provided products, services and processes 663 

detailed in 8.4; 664 

In the case of a manufacturer with multiple manufacturing locations an Ex authorized person 665 

with relevant responsibilities shall be appointed for each location. One Ex authorized person 666 

may be appointed as responsible for multiple locations. It is not required that the individual be 667 

continuously present at each location. 668 

NOTE 13 The appointed Ex authorized person(s) for the manufacturing location can take responsibility for the 669 
production site(s) and the local assembler(s) who perform the final assembly. 670 

Records demonstrating this shall be available and be maintained as documented information. 671 
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6 Planning 672 

6.1 Actions to address risks and opportunities 673 

6.1.1 When planning for the quality management system, the organization shall consider the 674 

issues referred to in 4.1 and the requirements referred to in 4.2 and determine the risks and 675 

opportunities that need to be addressed to: 676 

a) give assurance that the quality management system can achieve its intended result(s); 677 

b) enhance desirable effects; 678 

c) prevent, or reduce, undesired effects; 679 

d) achieve improvement. 680 

6.1.2 The organization shall plan: 681 

a) actions to address these risks and opportunities; 682 

b) how to: 683 

 1) integrate and implement the actions into its quality management system processes (see 684 

4.4); 685 

 2) evaluate the effectiveness of these actions. 686 

Actions taken to address risks and opportunities shall be proportionate to the potential impact 687 

on the conformity of products and services. 688 

NOTE 1 Options to address risks can include avoiding risk, taking risk in order to pursue an opportunity, eliminating 689 
the risk source, changing the likelihood or consequences, sharing the risk, or retaining risk by informed decision.  690 

NOTE 2 Opportunities can lead to the adoption of new practices, launching new products, opening new markets, 691 
addressing new customers, building partnerships, using new technology and other desirable and viable possibilities 692 
to address the organization’s or its customers’ needs.  693 

6.1 of ISO 9001:2015 applies. 694 

6.2 Quality objectives and planning to achieve them 695 

6.2.1 The organization shall establish quality objectives at relevant functions, levels and 696 

processes needed for the quality management system. 697 

The quality objectives shall: 698 

a) be consistent with the quality policy; 699 

b) be measurable; 700 

c) take into account applicable requirements; 701 

d) be relevant to conformity of products and services and to enhancement of customer 702 

satisfaction; 703 

e) be monitored; 704 

f) be communicated; 705 

g) be updated as appropriate. 706 

The organization shall maintain documented information on the quality objectives. 707 

6.2.2 When planning how to achieve its quality objectives, the organization shall determine:  708 

a) what will be done; 709 

b) what resources will be required; 710 

c) who will be responsible; 711 

d) when it will be completed; 712 

e) how the results will be evaluated. 713 

6.2 of ISO 9001:2015 applies. 714 

Full document details: 24/30494033 DC

https://doi.org/10.3403/30273524?&urlappend=%26utm_campaign=pdfdoi%26utm_source=pdfdoi%26utm_medium=pdf
https://doi.org/10.3403/30273524?&urlappend=%26utm_campaign=pdfdoi%26utm_source=pdfdoi%26utm_medium=pdf
http://www.avadocuments.com/doc/24-30494033-dc
http://www.avadocuments.com/doc/24-30494033-dc


31M/225/CD – 20 – ISO/IEC CD 80079-34 Ed.3 © IEC:2024 
 

6.3 Planning of changes 715 

When the organization determines the need for changes to the quality management system, the 716 

changes shall be carried out in a planned manner (see 4.4). 717 

The organization shall consider: 718 

a) the purpose of the changes and their potential consequences; 719 

b) the integrity of the quality management system; 720 

c) the availability of resources; 721 

d) the allocation or reallocation of responsibilities and authorities. 722 

6.3 of ISO 9001:2015 applies with the following addition: 723 

The Ex authorized person(s) identified in 5.3 shall be involved in the approval process of any 724 

substantial modification or change to the quality management system that could affect 725 

Ex Product compliance. 726 

7 Support 727 

7.1 Resources 728 

7.1.1 General 729 

The organization shall determine and provide the resources needed for the establishment, 730 

implementation, maintenance and continual improvement of the quality management system. 731 

The organization shall consider: 732 

a) the capabilities of, and constraints on, existing internal resources; 733 

b) what needs to be obtained from external providers. 734 

7.1.1 of ISO 9001:2015 applies. 735 

7.1.2 People 736 

The organization shall determine and provide the persons necessary for the effective 737 

implementation of its quality management system and for the operation and control of its 738 

processes. 739 

7.1.2 of ISO 9001:2015 applies. 740 

7.1.3 Infrastructure 741 

The organization shall determine, provide and maintain the infrastructure necessary for the 742 

operation of its processes and to achieve conformity of products and services. 743 

NOTE Infrastructure can include: 744 
a)  buildings and associated utilities; 745 
b)  equipment, including hardware and software; 746 
c)  transportation resources; 747 
d)  information and communication technology. 748 

7.1.3 of ISO 9001:2015 applies. 749 
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7.1.4 Environment for the operation of processes 750 

The organization shall determine, provide and maintain the environment necessary for the 751 

operation of its processes and to achieve conformity of products and services. 752 

NOTE A suitable environment can be a combination of human and physical factors, such as:  753 
a)  social (e.g. non-discriminatory, calm, non-confrontational); 754 
b)  psychological (e.g. stress-reducing, burnout prevention, emotionally protective);  755 
c)  physical (e.g. temperature, heat, humidity, light, airflow, hygiene, noise).  756 

These factors can differ substantially depending on the products and services provided.  757 

7.1.4 of ISO 9001:2015 applies. 758 

7.1.5 Monitoring and measuring resources 759 

7.1.5.1 General 760 

The organization shall determine and provide the resources needed to ensure valid and reliable 761 

results when monitoring or measuring is used to verify the conformity of products and services 762 

to requirements. 763 

The organization shall ensure that the resources provided: 764 

a) are suitable for the specific type of monitoring and measurement activities being 765 

 undertaken; 766 

b) are maintained to ensure their continuing fitness for their purpose. 767 

The organization shall retain appropriate documented information as evidence of fitness for 768 

purpose of the monitoring and measurement resources. 769 

7.1.5.2 Measurement traceability 770 

When measurement traceability is a requirement, or is considered by the organization to be an 771 

essential part of providing confidence in the validity of measurement results, measuring 772 

equipment shall be: 773 

a) calibrated or verified, or both, at specified intervals, or prior to use, against measurement 774 

standards traceable to international or national measurement standards; when no such 775 

standards exist, the basis used for calibration or verification shall be retained as documented 776 

information; 777 

b) identified in order to determine their status; 778 

c) safeguarded from adjustments, damage or deterioration that would invalidate the calibration 779 

status and subsequent measurement results. 780 

The organization shall determine if the validity of previous measurement results has been 781 

adversely affected when measuring equipment is found to be unfit for its intended purpose, and 782 

shall take appropriate action as necessary. 783 

7.1.5 of ISO 9001:2015 applies with the following addition: 784 

When monitoring or measuring is used to verify the conformity of Ex Products, the measuring 785 

equipment shall be calibrated and a valid calibration certificate shall exist.  786 

Verification of measuring equipment against calibrated equipment is also permitted as long as 787 

it is properly documented. 788 

The calibration certificate shall meet one of the following requirements:  789 

a) Where a calibration certificate bears the accreditation logo issued by an accredited 790 

calibration laboratory (which can demonstrate that it operates in compliance with an 791 

internationally recognized standard and is covered by a multilateral international 792 
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agreement) the calibration laboratory need not be subjected to further evaluation of the 793 

calibration laboratory is not required. 794 

b) Where a calibration certificate does not bear the accreditation logo of a national 795 

accreditation authority, each calibration certificate shall include at least the following 796 

information: 797 

• an unambiguous identification of the item calibrated;  798 

• evidence that the measurements are traceable to international or national 799 

measurement standards;  800 

• the method of calibration;  801 

• a statement of compliance with any relevant specification;  802 

• the calibration results;  803 

• the uncertainty of measurement, where necessary;  804 

• the environmental conditions, where relevant;  805 

• the date of calibration;  806 

• the signature of the person under whose authority the certificate was issued;   807 

• the name and address of the issuing organization and the date of issue of the 808 

certificate;  809 

• a unique identification of the calibration certificate.  810 

c) Where a calibration certificate does not bear the accreditation logo of a national 811 

accreditation authority or does not contain the information listed in 7.1.5b), the 812 

organization shall demonstrate a valid relationship to international or national 813 

measurement standards by other means,  (e.g.for example a documented site 814 

assessment).  815 

7.1.6 Organizational knowledge 816 

The organization shall determine the knowledge necessary for the operation of its processes 817 

and to achieve conformity of products and services. 818 

This knowledge shall be maintained and be made available to the extent necessary. 819 

When addressing changing needs and trends, the organization shall consider its current 820 

knowledge and determine how to acquire or access any necessary additional knowledge and 821 

required updates. 822 

NOTE 1 Organizational knowledge is knowledge specific to the organization; it is generally gained by experience. It 823 
is information that is used and shared to achieve the organization’s objectives.  824 

NOTE 2 Organizational knowledge can be based on: 825 
a) internal sources (e.g. intellectual property; knowledge gained from experience; lessons learned from failures and 826 

successful projects; capturing and sharing undocumented knowledge and experience; the results of 827 
improvements in processes, products and services);  828 

b) external sources (e.g. standards; academia; conferences; gathering knowledge from customers or external 829 
providers). 830 

7.1.6 of ISO 9001:2015 applies. 831 

7.2 Competence 832 

The organization shall: 833 

a) determine the necessary competence of person(s) doing work under its control that affects 834 

the performance and effectiveness of the quality management system; 835 

b) ensure that these persons are competent on the basis of appropriate education, training, or 836 

experience; 837 

c) where applicable, take actions to acquire the necessary competence, and evaluate the 838 

effectiveness of the actions taken; 839 
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