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	US
	275
	0.3
	Figure 1
	ed
	The similar graphic appearing in ISO 9001 since 2000 has been an unending source of confusion. The new graphic is more complex, and will result in even more confusion for users, who will assume this graphic must be adopted and included in their quality documentation in order to comply with the process approach.
	Delete the graphic entirely from 9001. Consider moving it to 9004.
	

	US
	299
	0.5
	
	ge
	The explanation of “risk-based thinking” does not adequately address risk management. The standard in general appears confused on whether risk management is, or is not, required.
	Consider adding language that defines ISO 9001’s explicit intend towards risk management.
	

	US
	414
	3.02
	
	ge
	Definition of “interested party” does not explicitly include “employees” as a possible party. This would appear to defy Deming. 
	Consider adding to the list of examples: “employees or staff of the organization.”
	

	US
	473
	3.09
	
	ge
	This definition presents the 40th different definition of “risk” within ISO standards. 
	Please consider standardizing this definition once and for all, and perhaps adopting the definition as presented in ISO 31000.
	

	US
	482
	3.09
	
	ge
	The Note 5 qualifier for the definition of risk appears to contradict the Note 1 as it pertains to whether risk is positive or negative, and will cause serious confusion for end users. If the standard itself is confused itself on this definition, users will be more so.
	If Note 5 is to remain, then Note 1 should be removed.

If Note 1 is to remain, then Note 5 should be removed.
	

	US
	495
	3.11
	
	ed
	The sentence does not make sense. How does “documented information” refer to the QMS or processes? Systems and processes exist whether documented or not. When documented, these are then “documentation” as defined in the next line # 496. It is utterly unclear what this line is referring to, and will continue the current confusion between procedures and processes.
	Delete the sentence entirely.
	

	US
	555
	3.18
	
	ge
	The Note gives different meanings for two different languages. This defies the ISO rule that standards be written in a method that allows them to be translated equally among all member nations, and the fact that the definition only addresses English and French thereby gives those language priority over others. This sets a bad precedent, opening the door to unlimited “notes” defining things differently in different languages.
	Remove the note entirely.
	

	US
	735
	3.45
	
	ed
	The definition uses the very same words as the phrase being defined. This is breaking a basic rule of proper language usage, i.e. to never use a word in its own definition. To say “quality objectives” is “an objective related to quality” offers no help at all to readers. 

This is also redundant with line 468 under the definition of “objective” in 3.08.
	Delete.
	

	US
	763
	3.47
	
	te
	Note 1 does not understand the nature of software. Software, while often intangible, is nevertheless a full product, and NOT “approaches, transactions or documented information.” This definition defies the entire software industry. Entering into a debate about the tangibility of product is out of the scope of 9001, and clearly not understood by the authors.
	Remove the Note 1 entirely.
	

	US
	962
	4.3
	
	ge
	Regarding “non-applicability,” a requirement should be added that requires the organization to justify any clause it deems “not applicable.”
	Add additional requirement:

“Requirements deemed not applicable shall be identified by the organization, with documented information on the justifications maintained.
	

	US
	999
	5.1.1
	
	ge
	The reference to “business processes” will cause tremendous problems for end users. Already some certification bodies are saying this opens the door to allow them assess processes normally outside of the scope of ISO 9001, such as finance or accounting. Whenever the term “process” is used it must be in the context of referring back to the process approach requirements of 4.4, and not used in any other context.
	Change the term “business processes” to “business activities,” to simultaneously align with the term used in the Note on line 1010.

Or

Delete the reference to “business processes” entirely.
	

	US
	1024
	5.2
	
	ge
	The Quality Policy is a prescriptive requirement that violates rules on standards development. There are many alternate ways to achieve the goals of this requirement without writing a single policy. History tell us the policy is rarely of use, and does not provide the same level of benefits as objectives do. Furthermore, the requirement specifically prescribes WHAT language must be included, violating rules against prescription. The new addition will cost users tremendously, as they will have to create entirely new documents, signage, marketing materials etc. to include the new language. The requirement also relies on old, flawed thinking that successful companies operate from direction from a single policy, which does not at all reflect actual reality.
	Remove this requirement entirely. The requirements for quality objectives and process effectiveness already address what the Quality Policy is attempting to achieve. 
	

	US
	1047
	6.1
	
	ge
	The term “opportunities” is not defined. Since the definition of “risk” is included, and contradicts those of other ISO standards which treat risk and opportunity as identical (“positive risk”), it is imperative to have ISO 9001 include a definition of “opportunity.”
	Add a definition of “opportunity” to clearly distinguish it from a “risk.” This may be in a Note.
	

	US
	1047
	6.1
	
	ge
	In general, the entire risk-based thinking approach is flawed. It does not fully understand risk management, and instead seems to attempt to simply “re-brand” the old preventive action requirements as risk. This defies professional risk management, and will lead users to conduct poor risk assessments. From an assessment side, this will create a pool of auditors who do not understand risk management, and thus will write nonconformities when they encounter true risk management processes, but do not recognize them because their only experience is with this clause. 

Risk management is a complex discipline requiring years of higher level education and professional experience. It cannot be inserted as a few sentences in ISO 9001 with any expectation of positive results from untrained users or assessors.

“Risk-based thinking” was not fully thought out before inclusion in the standard. This requires much more additional thought, user feedback, and consideration of actual risk management practices.
	The entire clause would need rewriting, with input from actual risk management professionals. 
Failing that, it should be removed.
	

	US
	1047
	6.1
	
	ge
	“Opportunities” should have their own processing track, and not necessarily undergo the same track as negative risks. One does not avoid, eliminate, mitigate or change the likelihood of an opportunity. 
	This requires an addition of a separate bulleted list of potential controls for opportunities, or an entirely new clause for opportunity management. 
	

	US
	1112
	7.1.4
	
	ge
	The Note must not reference “social and psychological factors,” as these are entirely subjective and cannot be assessed, as well as they are entirely out of the scope of the QMS. There is no possible way to standardize “social and psychological factors” and thus no way to assess them.  Furthermore, this could lead to political problems in countries where workplaces are not to the “psychological” level of other countries. 
	Change to: 
“NOTE Environment for the operation of processes can include physical, environmental and other factors such as temperature, humidity, ergonomics and cleanliness.”
	

	US
	1125
	7.1.5
	
	ed
	The term “measurement resources” was used previously, but in this line it returns to “measurement instruments.” This is inconsistent.
	Select a term and use it consistently throughout clause 7.1.5.
	

	US
	1133
	7.1.5
	
	ed
	The term “measurement resources” was used previously, but in this line it returns to “measurement instruments.” This is inconsistent.
	Select a term and use it consistently throughout clause 7.1.5.
	

	US
	1135
	7.1.6
	
	ge
	“Organizational knowledge” is not clearly defined in this standard. The clause is entirely confusing as to what needs to be defined, and then what must be done with it. The Notes add further confusion, and do not clarify this. “Knowledge management” is a broad and complex discipline that cannot be reduced to a few sentences in ISO 9001, and will impose tremendous resource limitations on users. Furthermore, ti is already redundant with many other clauses, such as those for documented information, corrective action and risk.
	Delete the requirement. 
	

	US
	1153
	7.2
	
	ed
	The language is confusing as to which of the two requirements is referenced by the term “where applicable.” To some it will read as only “take actions” is “where applicable,” while other will read it as both “take actions” and “evaluate effectiveness.”


	Split into two bullets: 

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

d) where applicable, evaluate the effectiveness of the actions taken;
	

	US
	1160
	7.3
	
	ge
	Per comment under line 1024 above, the Quality Policy requirement should be removed entirely.
	Remove the requirement for a Quality Policy
	

	US
	1164
	7.3
	
	ge
	The language “the implications of not conforming with the quality management system requirements” can be read as threatening disciplinary action. 
	Reword: “the implications on products or processes of not conforming with the quality management system requirements.
	

	US
	1172
	7.5
	
	te
	The now-conjoined term “documented information” is used to describe both procedures and records. This is a significant backwards step. Documented procedures have entirely different workflow for creation, revision, and control than do records. To date, ISO 9001 users have been confused between the two, and this merger will only worsen that confusion. Throughout the standard, wherever the term “documented information” is referenced, one has to determine whether the authors meant a document or a record… and this will create conflict between stakeholders who differ in that interpretation, including between users and conformity assessors. 
	The section should be split into three sub-clauses. 

7.5.1 General

7.5.2 Control of Documented Instructions
7.5.3 Control of Records
	

	US
	1172
	7.5
	
	te
	In general, the “documented information” clause still does not address more modern document management systems such as online help desk tickets (which may push out instructions), touchscreen document access on work floors, or electronic in situ redlining. Despite some language changes, the standard still assumes a hardcopy binder method of document control.
	The section must be reconsidered to include modern advances in document management.
	

	US
	1223
	8.2.1
	
	ge
	The clause mandates communication “processes” which contradicts clause 4.4. which requires the organization to identify which activities will be controlled as processes, and not the standard itself (nor anyone else.) 

Wherever the standard utilizes the word “process” the implication is that the controls of 4.4 are to be invoked. Therefore, the usage of the word must be limited.

In this case, most organizations do not elevate “communication” to a process which is then subject to the process approach controls.

Furthermore, the language implies multiple communication processes, which is also prescriptive, and unlikely.
	Change to:

“The organization shall establish the methods for communicating with customers in relation to: …”
	

	US
	1259
	8.3.1
	
	ed
	The opening sentence is overcomplicated, and difficult to understand. Furthermore, the language is restrictive and prescriptive, mandating a single “process” for design and development, whereas many organization implement a number of such processes. 
	Change to:

 “Where the organization has complete or partial responsibility for the design of products or services, it shall establish, implement and maintain design and development processes, appropriate to its level of responsibility. 

NOTE: design and development responsibility may include activities related to design planning, design creation, design reviews, verification, validation and/or change control.”
	

	US
	1265
	
	
	
	Note 2 again implies a single “whole service delivery process” which may lead some users to assume this is required. In fact, most service organizations will have many processes that comprise their service delivery activities. This agrees with Note 1 which admits that multiple service processes are possible.
	Change to:

“NOTE 2 For services, design and development planning can address the whole of service delivery activities. The organization can therefore choose to consider the requirements of clauses 8.3 and 8.5 together.”
	

	US
	1270
	8.3.2 
	(b)
	ed
	Bullet point (b) calls out “process stages” which introduces a new term (“stages”) not elsewhere defined. It also again implies that design and development is a single process, comprised of smaller “stage” activities. This is prescriptive – an organization may instead have a design SYSTEM comprised of various supporting design processes, none of which are “stages.”
	Remove the term, and rephrase as:

“(b) requirements that specify particular design activities, including applicable design and development reviews;”
	

	US
	1287
	8.3.3
	
	ge
	Again, the standard mandates a single design and development process. Users may opt to have more than one such process.
	Change to: “design and development process(es)”
	

	US
	1292
	8.3.4
	
	ge
	Again, the standard mandates a single design and development process. Users may opt to have more than one such process.
	Change to: “design and development process(es)”
	

	US
	1307
	8.3.5
	
	ge
	Again, the standard mandates a single design and development process. Users may opt to have more than one such process.
	Change to: “design and development process(es)”
	

	US
	1324
	8.4.1
	
	ge
	The term “function” is used here, without proper context or understanding. To this point, the clause has been discussing outsourced processes; it is not clear, then, what an outsourced “function” may be.
	Delete the word “function” and leave as “outsource a process.”
	

	US
	1341
	8.4.2
	
	ge
	The term “functions” is used here, without proper context or understanding. To this point, the clause has been discussing outsourced processes; it is not clear, then, what an outsourced “function” may be.
	Delete the word “functions” and leave as “processes of the organization.”
	

	US
	1399
	8.5.4
	
	ed
	The clause continues the legacy of MIL-Q-9858 and does not address contamination of product, which can affect both tangible products (foreign objects) intangible products (software virus injections) and services. Merely indicating “protection” is insufficient.
	Change NOTE:
“Preservation can include identification, handling, packaging, storage, transmission or transportation, contamination control and protection.”
	

	US
	1412
	8.5.6
	
	Ed
	Not all process changes will be “unplanned” and even planned changes would benefit from being done in a controlled fashion.
	Change to:

“The organization shall review and control planned or unplanned changes essential for production or service provision to the extent necessary to ensure continuing conformity with specified requirements.”
	

	US
	1426
	8.7
	
	ge
	The requirement contradicts the statement made in Appendix A.2, Line 1592 regarding service nonconformities: “This means, for example, that conformity to requirements cannot necessarily be confirmed before service delivery.”
	Change to:

 “The organization shall ensure process outputs, products and services that do not conform to requirements are identified and controlled to prevent their unintended use or delivery. Where a product or service is released as potentially nonconforming, the organization shall ensure that:

(a) the customer is made aware of the potential nonconformity and agrees to accept the product or service, and

(b) the organization has efforts underway to address and correct the nonconformity, and maintains documented information on such efforts.

NOTE: the release of potentially nonconforming product or services includes, for example, software releases subject to future patches or updates, or service provision where nonconformities may only become apparent after the service is delivered.”
	

	US
	1487
	9.2.2
	
	ed
	The internal audit clause repeats the error of previous ISO 9001 versions by calling the internal audit activity a “programme” and not addressing it as a process itself. This thus removes the internal audit activity from being assessed itself for effectiveness. 

This contradicts clause 9.2.2.c and the definition in 3.17, both of which refer to auditing as a “process.”


	Change to:

 “9.2.2. The organization shall:

(a) plan, establish, implement and maintain an audit process including…”

           and

“(f) retain documented information as evidence of the implementation of the audit process and the audit results.”
	

	US
	1529
	10.1
	
	ed
	The Note indicates that improvement may be “incremental” and then uses the word “continual.” The use of this word has sparked useless debate for over a decade, between “continuous” and “continual”, and ironically, defenders of the word take the position that “continual” is NOT incremental. A clarification of the term is needed to end the confusion.
	Change to:

 “NOTE: Improvement can be effected reactively (e.g. corrective action), proactively (improvement opportunities), by step change (e.g. breakthrough), creatively (e.g. innovation) or by re-organisation (e.g.transformation).”
	

	US
	1531
	9.3.1
	
	ed
	Bullet item # 7 combines two possible subjects for analysis: process performance and conformity of products and services. These are better served as being analyzed separately.
	Change the bulleted list to split the two, as follows:

“7) process performance;

8) conformity of products and services.”
	

	US
	1546
	10.2.1
	
	te
	The Note is likely to add confusion and lead some organizations to claim that many (or all) causes cannot be fully eliminated. This will undermine the requirement. This requires clarification.
	Add an additional requirement after line 1545:

“Where causes cannot be eliminated, the actions taken shall define how such causes are to be mitigated, reduced and/or managed to prevent nonconformities.”

Delete Note 1.

Retain Note 2.
	

	US
	1551
	10.3
	
	ed
	It should be made clear that ISO 9001 does not favour “continual” over the term “continuous” in order to deflect a common, and useless, debate.
	Add note:

“NOTE: Continual improvement is sometimes also referred to as “continuous” improvement.”
	

	US
	1555
	10.3
	
	ed
	The standard again introduces another word – “areas” – where “process” would be more consistent.
	Change to:

 “…confirm if there are areas or processes of underperformance”
	

	US
	1642
	A.2
	
	te
	The sentence “Although risks and opportunities have to be determined and addressed, there is no requirement for formal risk management” contradicts the requirements for risk under clause 6.1. That clause clearly calls for risks to be managed, by planning and “addressing” risks which is “risk management.” This will cause confusion for end users.
	Delete the sentence entirely.
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