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0) Introduction  
There are several applicable clauses in this chapter. The chapter focuses on customer requirements, 
which also include statutory and regulatory requirements. Three clauses (8.1.2, 8.5.5, 8.5.5.2) that had 
received low attention are now added to this chapter for discussion. This area has many FAQ and SI 
and therefore some emphasis is due. 
 
1) 8.2.2 Determining the requirement of products and services (ISO9001)  

(Clause Description-Paraphrase)  

When determining the requirements for the products and services to be offered to customers, the 

organization shall ensure that:  

a) the requirements for the products and services are defined, including: 

1) any applicable statutory and regulatory requirements;  

2) those considered necessary by the organization;  

b) the organization can meet the claims for the products and services it offers.   

 
(Highlights of the clause)  

• (Ref to old Standards). There had been a similar clause, 7.2.1 Determining the requirement 
related to the products,  in the old version of ISO9018.  

• Previous requirement for post-delivery activities are covered by Clause 8.5.5 of the new 
standard, and not exempted.   

• Apart from that, there is no change to the requirement. 

• Full requirement is given in a) to b) of clause description. 
 

(Compliance best practice) 

 

8.2.2 Determining the requirement of products and services 
1. In the ISO9001 context, products may not be made to a particular customer’s 

specifications, but for general market offering. Hence this clause has a special significance, 
as the organization must decide what will appeal to the customers out there. 

2. The requirements are identified by many ways, e.g. by assumption, by market survey, by 
R&D etc.  
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3. The output of this determination becomes the input or starting point for design and 
development. 

4. In IATF’ cases, customers are known and specs are generally provided or agreed on. 
Relevant functions are represented in the Core Team to manage the product and 
manufacturing process design. The requirements are then summarized in the form of 
Design Objectives or PPAP list. See Chapter 22, design & development, for details. 

 
 

2) 8.2.2.1 Determining the requirements for products and services – supplemental  (IATF16949) 

(Clause Description-Paraphrase)  

These requirements shall include recycling, environmental impact, and characteristics identified as a 

result of the organization's knowledge of the product and manufacturing processes.  Compliance to 

ISO 9001, Section 8.2.2 item (a)1, shall include but not be limited to the following: all applicable 

government, safety, and environmental regulations related to acquisition, storage, handling, recycling, 

elimination, or disposal of material. 

 

 (Highlights of the clause)  

• (Ref to old Standards). There is a new clause, formed from the NOTES of the old 7.2.1.   

• Compliance include all applicable government, safety, and environmental regulations related 
to acquisition, storage, handling, recycling, elimination, or disposal of material. 

 

(Compliance best practice) 

 

8.2.2.1 Determining the requirements for products and services – supplemental   
1. After the design, organization shall ensure other requirements stated above i.e. legal 

requirements on recycling, environmental impact, and characteristics determined by the 
organization have been included, where applicable. 

2. Double-check before handling over the requirement list to Design department, as an error 
can result in a lot of inconveniences later. 

 
 

3) 8.4.2.2 Statutory and regulatory requirements (IATF16949) 

(Clause Description-Paraphrase) 

 The organization shall document their process to ensure that purchased products, processes, and 

services conform to the current applicable statutory and regulatory requirements in the country of 

receipt, the country of shipment, and the customer-identified country of destination, if provided.  If 

the customer defines special controls for certain products with statutory and regulatory requirements, 

the organization shall ensure they are implemented and maintained as defined, including at suppliers’ 

place.    

 

(Highlights of the clause) 

• (Ref to old Standards) There used to be a clause, 7.4.1.1 Statutory and regulatory conformity 
in the older version of ISO/TS16949. The old requirements are retained, with some addition. 

• Now the clause included the statutory and regulatory requirement of country of receipt,  
country of shipment, and country of shipment. 

• If customer specify special controls for statutory and regulatory requirements, they shall be 
complied 
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(Compliance best practice) 

 

8.4.2.2 Statutory and regulatory requirements 
1. On the last paragraph of the clause description, statutory and regulatory controls on 

products must be complied, and ensured the requirements are cascaded down the supply 
chain. More information on how to achieve this is given in Chapter 24. 

2. The part on statutory and regulatory controls in other countries need some discussions, as 
it is new. First the definitions of the various types of countries: 

a. country of receipt: is the country of manufacturing site, where your organization is 
located  

b. country of shipment: the country of receiving  
c. country of destination: where the product are finally sold or used 
(Author: definitions of a. and b. above seem to be mixed up) 

4.  To each of the countries above, you need to understand the statutory and regulatory 
requirements. concerning the products, application, logistics etc. This kind of information 
is normally provided by the customers. Your first action should be to request for them 

5.  For country of destination, it is only required if specified by the customer, and provided by 
the customer. If they don’t, you are exempted. See FAQ-24 

6.  Irrespective of the sources (either from customer or by organization), the information shall 
be recorded as evidence. See Exhibit 19-1 

 

 
4) 4.3.2 Customer-specific requirement (IATF16949) 

 

This has been covered in Chapter 6, CSR and will not be repeated here. 
 

5) 8.1.2  Confidentiality (IATF16949) 
(Clause Description-Paraphrase)  

The organization shall ensure the confidentiality of customer-contracted products and projects under 

development, including related product information.  

 
(Highlights of the clause) 

• (Ref to old Standards).There was a similar clause 7.1.4 Confidentiality in the previous 
ISO/TS16949 version:  

• It is largely a word-for-word reproduction. Hence no change in requirement. 

• Full requirement please refer to the clause description 
 

(Compliance best practice) 

8.1.2  Confidentiality 
1. You are just required to understand the intent and comply. There is generally no need to 

produce any documentation.   
2. IATF Auditors will have an impression how you control confidentiality the moment they 

enter your premises. It is best not to skip the procedure for registering them as visitors. 
Issued a gate-pass or visitor tag for wearing, if this is the norm.  

3. Another point they may ask is the control of visitation to the production, inspection and 
design areas. Displaying a sign of entry restriction will be helpful, although not mandatory.  

4. Next and more importantly is the control of customer information such as drawing and 
technical specs. You need to show how this confidential information are being protected 
against unauthorized leakage. Data access by password for authorized personnel and 
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6) 8.5.5 Post-delivery activities (ISO9001) 

(Requirement-paraphrase) 

The organization shall meet requirements for post-delivery activities associated with the products and 

services. In determining the extent of post-delivery activities that are required, the organization shall 

consider:  

a) statutory and regulatory requirements;  

b) the potential undesired consequences associated with its products and services;  

c) the nature, use and intended lifetime of its products and services;  

d) customer requirements;  

e) customer feedback.  

NOTE Post-delivery activities can include actions under warranty provisions, contractual obligations 

such as maintenance services, and supplementary services such as recycling or final   disposal.    

 
(Highlights of the clause) 

• (Ref to old Standards). No specific clause in the previous ISO9001. But mentioned in 7.2.1, 
7.5.1 

• To determine requirements for post-delivery, a list is given as guide, see a) to e) of the clause 
description. Examples of post-delivery services are given in the NOTE 

 

(Compliance best practice) 

8.5.5 Post-delivery activities 
1. There is a tendency for organization to declare there is no requirement on this, because 

it saves the hassles to prove compliance. But IATF auditors roughly would know what 
product lines or operations will have post-delivery activities, and you may be asked to 
justify. 

2. There is the list given by Clause Description, a) to e) for you to check. It may be a good 
idea to design a form to record your evidences, based on this list. See Exhibit 19-2. 

 

 

7) 8.5.5.2 Service Agreement with Customer (IATF16949) 
(Clause Description-Paraphrase)  

When there is a service agreement with the customer, the organization shall:   

a) verify that the relevant service centres comply with applicable requirements;   

b) verify the effectiveness of any special purpose tools or measurement equipment;  

c) ensure that all service personnel are trained in applicable requirements.  

 
(Highlights of the clause) 

• (Ref to old Standards). There used to be a clause 7.5.1.8 of the same title in the old version of 
ISO/TS16949. 

• There is no change in content, but reworded for clarify only 

levels are expected. Limiting file size so that drawings cannot be sent out, and control 
usage of USB copying of files are good practice.  

5. You may need to negotiate with customers on the extend you are prepared to abide. Some 
evidences of approval from customer are required if IATF auditor feels the controls seem to 
be inadequate. 
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• This area concerns requirements on service centers. This is applicable only if a service 
agreement exist. 

• The full requirements are given in the clause description. 
 

(Compliance best practice) 

 

8.5.5.2 Service Agreement with Customer 
1. In most cases, this is not applicable. Applicable situations may be: a) service contract 

signed between an OEM with a fleet owner, b) certain proprietary supplies that needs 
onsite support, that an onsite service centre is needed. 

2.  As the external provider, you need to ensure the service centres are well equipped for the 
role. Internal and IATF auditors will audit these centres as remote locations. 

3. Procedures are recommended to define practices, controls and monitoring. Internal audits 
can also use the procedure to check for compliances 

 
 

8) 8.6.5.Statutory and regulatory conformity 

This is discussed in detail at Chapter 30. Please refer.  

 

9) SIs & FAQs 
   

     SI  No           IATF Clause                                                Description 

  

   

  

    FAQ IATF                Clause                       Questions and Answers 

 



6 
 
 

  

  

   FAQ                       IATF Clause               Questions and Answers 
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 10)  Supplementary Notes 
Legend: HOC= Highlights of Clause, CBP= Compliance Best Practice, S&Q= SIs & FAQ, EXH= Exhibits 

Clause Section Clarification Subjects 

8.4.2.2 CBP SN19-1. If we just ship to our HQ or associated companies, do we 
have to deal with export legal requirements, i.e. for the 3 types of 
countries?  

8.4.2.2 CBP SN19-2. In the case of supply to a customer in the same country of 
our location, but finally exported; do we need to deal with 
statutory and regulatory requirements of the countries they 
export? 

8.4.2.2 CBP SN19-3. Customer should assist tor provide the information. To 
what level should they assist? 

8.1.2 CBP SN19-4. What kind of evidences to show we are controlling on 
confidentiality  

8.5.5.2 CBP SN19-5. What kind of evidences we need to show we do not have 
service agreement with any customers? 

   

 

SN19-1. If we just ship to our HQ or associated companies, do we have to deal with export legal 

requirements, i.e. for the 3 types of countries? 

Yes. You have to. But you can count on their cooperation. If your contacts in HQ or associated 

companies are commercial people, there might be some protracted communications to be done. But 

eventually you will have it resolved. 

SN19-2. In the case of supply to a customer in the same country of our location, but finally exported; 

do we need to deal with statutory and regulatory requirements of the countries they export to? 

No, unlikely. They should be doing it as they are likely to be exporting other items to the same 

associated companies already. However, they may need your input for items they are not familiar with, 

e.g. in the case of accessories. You should assist in such cases. 
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SN19-3. Customer should assist to provide the information. To what level should they assist? 
The customer should be familiar because they either operate in the those countries or work closely 
with the resident associates there. But it is your final responsibility to access such information. For 
country of destination, you should wait for the list from the customer. If there is no list coming forth, 
request for it. If there is no response, you responsibility  stops there, (see FAQ-24) but keep the 
communications as evidence.  
 
SN19-4. What kind of evidences to show we are controlling on confidentiality? 
Such requirements can be found either in the SQM or purchase contracts. Your evidence of 
compliance is the records of your compliance activities. If it is signages required at the production or 
at the design office, make sure you have them. If it is email control e.g. max 10 GB limits, show the 
relevant evidence. 
 
SN19-5. What kind of evidences we need to show that we do not have service agreement with any 
customers? 
You just inform the auditor directly. If he/she wants to verify, he may request to see the purchase 
contracts. He may even check your measuring equipment master list to spot equipment based outside 
the main sites. 
 
  



9 
 
 

 

11) Exhibits 
 

Exhibit 19-1. Statutory and Regulatory Requirements for Export 
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Exhibit 19-2. Post-Delivery Activities Determination  

 
 
 

>>  End of Chapter 19 << 


