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Appendix 1
2024-05-01
Justification study
Note for the proposer: 
Always refer to the latest version of the Justification Study and for details on the process and guidance on filling the Justification Study: ISO/IEC Directives
Each general principle should be given due consideration, and ideally, when preparing the JS, the proposer should provide a general rationale for each principle, prior to answering the questions associated with the principle.
Title of the proposal
	


Basic information on the MSS proposal
	1) What is the proposed purpose and scope of the MSS? Is the document supposed to be a guidance document or a document with requirements?

	Purpose:

Scope:

Is the document supposed to be a guidance document or a document with requirements?




	2) Is there one or more existing ISO committees or non-ISO organizations that could logically have responsibility for the proposed MSS? If so, identify.

	




	3) Have relevant reference materials been identified, such as existing guidelines or established practices?

	



	4) Are there technical Experts available to support the standardization work? Are the technical Experts direct representatives of the affected parties from the different geographical regions?

	Are there technical Experts available to support the standardization work? 

Are the technical Experts direct representatives of the affected parties from the different geographical regions?




	5) What efforts are anticipated as being necessary to develop the document in terms of Experts needed and the number/duration of meetings?

	



	6) Is the MSS intended to be a guidance document, contractual specification or regulatory specification for an organization?

	 



	7) Are there any potentially negative impacts on the climate (e.g. GHG emissions) as a result of the implementation of the MSS, and how might these be mitigated?

	Potential Negative Impacts:

Mitigation:




Principle 1: Market relevance
	General rationale Principle 1: Market relevance

	



	8) Have all the affected parties been identified? For example:
a)  organizations (of various types and sizes): the decision-makers within an organization who approve work to implement and achieve conformance to the MSS;
b)  customers/end-users, i.e. individuals or parties that pay for or use a product (including service) from an organization;
c)  supplier organizations, e.g. producer, distributor, retailer or vendor of a product, or a provider of a service or information;
d)  MSS service provider, e.g. MSS certification bodies, accreditation bodies or consultants;
e)  regulatory bodies;
f)  non-governmental organizations.

	a) Organizations (of various types and sizes)
b) Customers/End-users
c) Supplier Organizations
d) MSS Service Providers
e) Regulatory Bodies
f) Non-Governmental Organizations (NGOs)
g) Other?



	9) What is the need for this MSS? Does the need exist at a local, national, regional or global level? Does the need apply to developing countries? Does it apply to developed countries? What is the added value of having an ISO document (e.g. facilitating communication between organizations in different countries)?

	What is the need for this MSS?
Does the need exist at a local, national, regional or global level?

Does the need apply to developing countries?

Does it apply to developed countries? 

What is the added value of having an ISO document (e.g. facilitating communication between organizations in different countries)?




	10) Does the need exist for a number of sectors and is thus generic? If so, which ones? Does the need exist for small, medium or large organizations?

	Does the need exist for a number of sectors and is thus generic? If so, which ones? 

Does the need exist for small, medium or large organizations?




	11) Is the need important? Will the need continue? If yes, will the target date of completion for the proposed MSS satisfy this need? Are viable alternatives identified?

	Is the need important? 

Will the need continue?

If yes, will the target date of completion for the proposed MSS satisfy this need? 

Are viable alternatives identified?




	12) Describe how the need and importance were determined. List the affected parties consulted and the major geographical or economic regions in which they are located.

	Describe how the need and importance were determined. 

List the affected parties consulted and the major geographical or economic regions in which they are located.




	13) Is there known or expected support for the proposed MSS? List those bodies that have indicated support. Is there known or expected opposition to the proposed MSS? List those bodies that have indicated opposition.

	Is there known or expected support for the proposed MSS? List those bodies that have indicated support.

Is there known or expected opposition to the proposed MSS? List those bodies that have indicated opposition.




	14) What are the expected benefits and costs to organizations, differentiated for small, medium and large organizations if applicable? Describe how the benefits and the costs were determined. Provide available information on geographic or economic focus, industry sector and size of the organization. Provide information on the sources consulted and their basis (e.g. proven practices), premises, assumptions and conditions (e.g. speculative or theoretical), and other pertinent information.

	What are the expected benefits and costs to organizations, differentiated for small, medium and large organizations if applicable?

Describe how the benefits and the costs were determined. 

Provide available information on geographic or economic focus, industry sector and size of the organization.
 
Provide information on the sources consulted and their basis (e.g. proven practices), premises, assumptions and conditions (e.g. speculative or theoretical), and other pertinent information.




	15) What are the expected benefits and costs to other affected parties (including developing countries)? Describe how the benefits and the costs were determined. Provide any information regarding the affected parties indicated.

	What are the expected benefits and costs to other affected parties (including developing countries)?

Describe how the benefits and the costs were determined.

Provide any information regarding the affected parties indicated.




	16) What will be the expected value to society?

	



	17) Have any other risks been identified (e.g. timeliness or unintended consequences to a specific business)?

	




Principle 2: Compatibility
	General rationale Principle 2: Compatibility

	



	18) Is there potential overlap or conflict with (or what is the added value in relation to) other existing or planned ISO or non-ISO international standards, or those at the national or regional level? Are there other public or private actions, guidance, requirements and regulations that seek to address the identified need, such as technical papers, proven practices, academic or professional studies, or any other body of knowledge?

	Is there potential overlap or conflict with (or what is the added value in relation to) other existing or planned ISO or non-ISO international standards, or those at the national or regional level? 

Are there other public or private actions, guidance, requirements and regulations that seek to address the identified need, such as technical papers, proven practices, academic or professional studies, or any other body of knowledge?





	19) Is the MSS or the related conformity assessment activities (e.g. audits, certifications) likely to add to, replace all or parts of, harmonize and simplify, duplicate or repeat, conflict with, or detract from the existing activities identified above? What steps are being considered to ensure compatibility, resolve conflict or avoid duplication?

	Is the MSS or the related conformity assessment activities (e.g. audits, certifications) likely to add to, replace all or parts of, harmonize and simplify, duplicate or repeat, conflict with, or detract from the existing activities identified above? 

What steps are being considered to ensure compatibility, resolve conflict or avoid duplication?




	20) Is the proposed MSS likely to promote or stem the proliferation of MSS at the national or regional level, or by industry sectors?

	



Principle 3: Topic coverage
	General rationale Principle 3: Topic coverage

	



	21) Is the MSS for a single specific sector?

	



	22) Will the MSS reference or incorporate an existing, non-industry-specific MSS (e.g. from the ISO 9000 series of quality management standards)? If yes, will the development of the MSS conform to the ISO/IEC Sector Policy (see ISO/IEC Directives, Part 2), and any other relevant policy and guidance procedures (e.g. those that may be made available by a relevant ISO committee)?

	Will the MSS reference or incorporate an existing, non-industry-specific MSS (e.g. from the ISO 9000 series of quality management standards)?

If yes, will the development of the MSS conform to the ISO/IEC Sector Policy (see ISO/IEC Directives, Part 2), and any other relevant policy and guidance procedures (e.g. those that may be made available by a relevant ISO committee)?




	23) What steps have been taken to remove or minimize the need for particular sector-specific deviations from a generic MSS?

	



Principle 4: Flexibility
	General rationale Principle 4: Flexibility

	



	24) Will the MSS allow an organization competitively to add to, differentiate or encourage innovation of its management system beyond the standard?

	



Principle 5: Free trade
	General rationale Principle 5: Free trade

	



	25) How would the MSS facilitate or impact global trade? Could the MSS create or prevent a technical barrier to trade?

	How would the MSS facilitate or impact global trade? 

Could the MSS create or prevent a technical barrier to trade?




	26) Could the MSS create or prevent a technical barrier to trade for small, medium or large organizations?

	



	27) Could the MSS create or prevent a technical barrier to trade for developing or developed countries?

	



	28) If the proposed MSS is intended to be used in government regulations, is it likely to add to, duplicate, replace, enhance or support existing governmental regulations?

	



Principle 6: Application of conformity
	General rationale Principle 6: Application of conformity

	



	29) If the intended use is for contractual or regulatory purposes, what are the potential methods to demonstrate conformance (e.g. first party, second party or a third party)? Does the MSS enable organizations to be flexible in choosing the method of demonstrating conformance, and to accommodate for changes in its operations, management, physical locations and equipment?

	If the intended use is for contractual or regulatory purposes, what are the potential methods to demonstrate conformance (e.g. first party, second party or a third party)?

Does the MSS enable organizations to be flexible in choosing the method of demonstrating conformance, and to accommodate for changes in its operations, management, physical locations and equipment?




	30) If third-party registration/certification is a potential option, what are the anticipated benefits and costs to the organization? Will the MSS facilitate combined audits with other MSS or promote parallel assessments?

	If third-party registration/certification is a potential option, what are the anticipated benefits and costs to the organization? 

Will the MSS facilitate combined audits with other MSS or promote parallel assessments?




Principle 7: Exclusions
	General rationale Principle 7: Exclusions

	



	31) Does the proposed scope of the MSS include product or service specifications, test methods, (product or service) performance levels, or other forms of guidance or requirements directly related to products or services produced or provided by the implementing organization?

	



Principle 8: Climate change impact
	General rationale Principle 8: Climate change impact

	



	32) Does the proposed MSS require the organization to consider climate change (mitigation and adaptation)?
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