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Interviewee: 
____________________




Designation: 
____________________




Interviewer: 
____________________




Date: 

____________________

Instructions on Use:

1. Required organisational information include:

a) Name of organisation:

b) Key business activities:

c) Number of staff:

d) Office address:

e) Name of key contact staff:

f) Contact number & email address:

g) Company web-site (where applicable):

2. The purposes for this interview checklist are to:

h) Gauge the level of compliance to ISO 9001:2008 requirements by your group /  division / team

i) Facilitate the provision of information necessary for ISO 9001:2008 implementation

j) Serve as a training materials for understanding the ISO 9001:2008 requirements

3. Please spend about 2 hours going through the checklists, answering the questions to the best of your knowledge. The Interviewer will go through the questions with you to help you to answer some of the questions during the interview session.

4. Please also provide a copy (where available) of the following:

a) Organisation’s mission statement, long, mid and short term work objectives 

b) Organisation chart / structure for your group / division / team

c) Key reason(s) for the ISO 9001:2008 implementation / certification

d) Overview information for various key activities performed by your group /  division / team

e) Any procedures, work instructions, checklists, document templates, flow-charts, training materials that are used to facilitate various work processes

f) Forms commonly used by your group / division / team

g) Job responsibility / description for various staff

h) Monthly reports for the past few months where applicable.

5. Please list out the top 5-7 key activities performed by your group / division / team that covers at least 80% of all the work done by your group / division / team:

k) . 

6. Identify your key customer(s): 

l) .

7. Identify your key supplier(s)

m) .

8. What are the key objective(s) / goals for your team?

n) .

9. What are the key inputs required by your team to perform various activities?

o) .

10. What are the key outputs generated by your team to perform various activities?

p) .

11. How do you monitor if your established objective(s) / goals are met?

q) .

12. Will any activities be excluded from the scope of the ISO 9001:2008 implementation?

r) .

13. Are there any statutory or regulatory requirements applicable for your organisation or team?
s) .

14. Are there any visible examples of mgmt commitment to quality related issues?

t) .

15. Is there any evidence that mgmt staff are customer-focus?

u) .

16. Are there any evidence of internal communication by top mgmt staff on the importance of quality?

v) .

17. What customer satisfaction indicators do you have?

w) .

18. What are the examples of continual improvements made during the past 1 year?

x) .

ISO 9001 Clauses
Yes
No
Partial
N.A.

4
Quality Mgmt System (QMS) Requirements

4.1
General Quality Mgmt System (QMS) Requirements

a) Is a quality mgmt system established, documented, implemented and maintained according to the ISO 9001 standard?

b) Are processes needed for the quality mgmt system identified?

c) Are the following determined for these processes:

· The sequence and interaction

· The criteria & methods to ensure effective operation & control?

d) Are information necessary to support operation and monitoring of these processes available?

e) Are there measurement, monitoring and analysis of these processes to achieve planned results and continual improvement?

f) Are the type and extend of control of out-sourced processes defined in the quality mgmt system?

Remarks (if any):







4.2
General QMS Documentation Requirements

a) Quality Manual: Is there a quality manual that documents the

· Quality policy and objectives

· Scope of the QMS & details of and justifications for any exclusions

· Procedure for control of documents

· Procedure for control of quality records

· Procedure for conduct of internal audits

· Procedure for control of non-conformity

· Procedure for corrective action

· Procedure for preventive action?

b) Control of Documents: Are documents required by the QMS under document control? Are the following controls documented:

· Approve documents for adequacy before issue

· Review, update and re-approve documents

· Changes & current revision status are identified

· Relevant versions are available at point of use

· Documents are legible and readily identifiable

· Documents of external origin are identified and distribution controlled

· Obsolete documents are suitably identified, if they are to be retained

c) Control of Records: Are records maintained to provide evidence of conformance to QMS?

· Are they legible, readily identifiable & retrievable

· Are there documented procedures for the identification, storage, protection, retrieval, retention time and disposal of records?

d)  Are the following records maintained:

· Mgmt review records

· Records of education, training, qualification/skill and experience

· Records to provide evidence of conformity to established processes & product requirements

· Product requirements/contract & review records

· Design and development review records

· Verification & validation records

· Records for design & development changes

· Purchase evaluation records

· Validation records for special processes

· Record for unique identification of product / service

· Records of customer-supplied items

· Records for equipment calibrations & verification

· Records of person authorising release of product

· Records of non-conformities & actions taken

· Records of preventive actions taken?

Remarks (if any):







5
Management Responsibility
5.1
Management Commitment

a) Are there evidence of top mgmt commitment to the development, implementation & improvement of the QMS through:

· Communicating to the organisation the importance of meeting customer, statutory &  regulatory requirements

· Establishing the quality policy

· Ensuring the quality objectives are met

· Conducting mgmt review of the QMS

· Ensuring the availability of resources for QMS implementation & improvement?

Remarks (if any):







5.2
Customer Focus

a) Does top mgmt ensure customer requirements are:

· Determined

· Fulfilled with the aim of enhancing customer satisfaction?

Remarks (if any):







5.3
Quality Policy

a) Does top mgmt ensure that the quality policy:

· Is appropriate to the purpose of the organisation

· Include a commitment to meeting customer requirements

· Include a commitment to continual improvement

· Provide a framework for establishing and reviewing quality objectives

· Is communicated and understood within the organisation

· Is reviewed for continuing suitability?

Remarks (if any): What is the mission statement for your group / division / team?







5.4
Quality Objectives/QMS Planning

a) Quality Objectives: Does top mgmt ensure that quality objectives are established at relevant functions and levels with the organisation?

b) Are the quality objectives measureable and consistent with the quality policy?

c) Are quality objectives established to ensure that product requirements met?

d) QMS Planning: Does the top mgmt ensure that

· QMS planning is carried out in order to meet requirements given in section 4.1, as well as the quality objectives

· The integrity of the QMS is maintained when changes to the QMS are planned & implemented?

e) Is the output of this planning documented?

Remarks (if any): What are the quality objectives and targets set for your group / division / team?







5.5
Responsibility, Authority and Communication

a) Responsibilities & Authority: Does top mgmt ensure that the responsibilities & authority for various functions defined & communicated to facilitate effective quality mgmt?

b) Mgmt Representative: Is a mgmt representative appointed by top mgmt to

· Ensure the processes of the QMS are established, implemented and maintained

· Report to top mgmt of the performance of the QMS, including needs for improvement

· Promote awareness of customer requirements throughout the organisation

· Liaise with external parties on matters relating to the QMS?

c) Is the mgmt representative a member of the organisation’s management team?
d) Internal Communication: Does top mgmt ensure that the processes of the QMS and their effectiveness communicated between various levels and functions within the organisation?

Remarks (if any):







5.6
Mgmt Review of QMS

a) Is there a review of the QMS by top mgmt at planned intervals to ensure its continuing suitability, adequacy and effectiveness?

b) Does the review include:

· Assessing opportunities / recommendations for improvements

* Improvement of the QMS & its processes

* Improvement of product related to customer requirements

· Assessing need to change the QMS, including quality policy & objectives

· Review of audit results & customer feedback

· Process performance & product conformance

· Status of corrective & preventive actions

· Follow-up actions from earlier review meetings

· Changes that could affect the QMS

· Resource needs for QMS implementation & improvement?

c) Are the results of the mgmt review recorded?

Remarks (if any):







6
Resource Management
6.1
Provision of Resources

a) Are resources determined and provided for:

· Implementing, maintaining and improving the processes of the quality mgmt system

· Enhancing customer satisfaction by meeting customer requirements?

Remarks (if any):







6.2
Human Resources

y) Are personnel assigned responsibilities defined in the QMS competent on the basis of applicable education, training, skills/qualifications and experience?

z) Competence, Awareness & Training: Are competency needs for personnel performing activities affecting quality identified?

aa) Are training provided to satisfy the competency needs?

ab) Is effectiveness of training provided evaluated?

ac) Are employees aware of the relevance and importance of their activities and how they contribute to the achievement of the quality objectives?

ad) Are appropriate records of education, experience, skills/qualifications and training maintained?

Remarks (if any):







6.3
Infrastructure / Facilities

ae) Are infrastructure / facilities needed to achieve conformity of products identified, provided and maintained?

af) Do they include:

· Building, workspace and associated utilities

· Process equipment, hardware and software

· Supporting services (e.g. transport or communication)?

Remarks (if any):







6.4
Work Environment

ag) Are the human and physical factors (e.g. noise, lighting, temperature, humidity and weather, etc.) of the work environment needed to achieve conformity of product identified and managed?

Remarks (if any):







7
Product Realisation
7.1
Planning of the Product Realisation Processes

ah) Are the processes needed for product realization planned, developed & documented in a quality plan?

ai) Are the following determined in the quality plan, as appropriate:

· Quality objectives for product, project or contract

· Need to establish processes / documents

· Need to provide resources / facilities

· Required verification, validation, monitoring, inspection, test activities & criteria for acceptance

· Records to provide evidence of conformity to established processes & product requirements?

Remarks (if any):







7.2
Customer Related Processes

aj) Determination of Product Requirements:

· Requirements specified by the customer, including delivery & post-delivery activities

· Requirements not specified by the customer but necessary for intended or specified use

· Statutory, regulatory requirements and any other requirements determined by the organisation.

ak) Do the post-delivery activities cover actions under warranty provisions, contractual obligations such as maintenance activities and supplementary services such as recycling or final disposal?

al) Product Requirement/Contract Review:

· Product requirements are adequately defined & documented

· Contract or order requirements that differ from those previously expressed are resolved

· The organisation has the ability to meet the defined requirements.

am) Are the results of the product/contract review and subsequent follow-up actions recorded?

an) Note: For internet sales, formal review is not practical for each order. Instead the review can cover the relevant product catalogue or advertising material.

ao) Are customer requirements confirmed, if the customer provide no documented requirements?

ap) Where product/contract requirements are changed, does the organisation ensure

· That relevant documentation is amended

· Relevant personnel are made aware of the changed requirements?

aq) Customer Communication: Does the organisation identify & implement arrangement for communication with the customers relating to:

· Product information

· Enquiries, contract or order handling, including amendments

· Customer feedback, including customer complaints.

Remarks (if any):







7.3
Product Design and Development

ar) Design and Development Planning: Are the following determined:

· Design and development stages

· Review, verification and validation activities

· Responsibilities & authority for design and/or development activities?

as) Are the interfaces between different groups managed to ensure effective communication & clarity of responsibilities?

at) Are planning output kept up-to-date?

au) Are the following conducted and recorded separately or in any combination, as suitable for the product and the organisation?

· Design and Development Review

· Verification

· Validation
av) Design and Development Inputs: Are these defined, documented and do they include:

· Functional & performance requirements

· Applicable statutory & regulatory requirements

· Applicable info. derived from similar design

· Any other essential requirements?

aw) Design and Development Outputs: Are these documented, approved before issue and do they

· Exist in a form suitable for verification against the design and development inputs
· Provide appropriate information for production & service operations

· Contain or reference product acceptance criteria

· Define the characteristics of the product that are essential to its safe and proper use?

ax) Design and Development Review: At suitable stages, are systematic reviews of design / dev. conducted to:

· Evaluate ability to fulfil requirements

· Identify problems & propose follow-up actions?

ay) Design and Development Verification: Is this performed to ensure that the design/development outputs meets its inputs?

· Are the results of the verification and resulting follow-up actions recorded?

az) Design and Development Validation: Is this performed to confirm that the resulting product is capable of meeting the requirements for intended use?

· Wherever applicable, is validation completed before delivery or implementation of the product?

· Are results of validation & subsequent follow-up actions recorded?

ba) Design and Development Changes: Are these identified, documented, reviewed, verified and validated, as appropriate before implementation?

· Are there evaluation of the effect of changes on constituent parts and products already delivered?

Remarks (if any):







7.4
Purchasing

bb) Purchasing Process/Control: Are type & extend of control to be applied to the supplier and purchased product dependent on the effects on subsequent product realisation process or the final product?

· Are criteria for selection & periodic evaluation defined?

· Are results of supplier evaluations & follow-up actions shall be recorded?

bc) Purchasing Information: Do purchasing documents contain information describing the product to be purchased, including where appropriate:

· Requirements for product approval, procedures, processes and equipment

· Requirements for qualification of staff

· QMS requirements?

bd) Verification of Purchased Products: Are activities necessary for verification of purchased products established and implemented?

be) Where verification needs to be performed at the supplier’s premises, are intended verification arrange-ment & method of product release documented?

Remarks (if any):







7.5
Production & Service Operations

bf) Operations & Service Control: Are production & service operations controlled through, as applicable:

· Availability of info on characteristics of product

· Availability of work instructions

· Use & maintenance of suitable equipment

· Availability & use of measuring & monitoring devices

· Implementation of monitoring activities

· Implementation of defined processes for release, delivery and post-delivery activities?

bg) Production & Service Operation Validation / Special Processes: Where resulting output cannot be verified by subsequent monitoring or measurement, are the production and service processes validated through (e.g. for packing of parachutes), as applicable:

· Defined criteria for review and approval

· Approval of equipment and qualification of personnel

· Use of specific methods and procedures

· Requirements for records and re-validations?

bh) Identification & Traceability: Are various products suitably identified throughout production and service operations?

· Are the product status identified w.r.t. measurement & monitoring requirements?

· Where traceability is a requirement, are unique identification of product controlled and recorded.

bi) Customer Property: Are customer property provided for use or incorporation into the product identified, verified, protected & safeguarded?

· If the customer property that is lost, damaged or otherwise unsuitable for use, is this reported to the customer and recorded? (Customer property may include intellectual property and personal data, e.g. information provided in confidence).

bj) Preservation of Product: Are the conformity of product during internal processing and delivery to intended destination preserved?

· Does this include identification, handling, packaging, storage and protection of the product and constituent parts?

Remarks (if any):







7.6
Control of Measuring and Monitoring Devices

bk) Are the following determined?

· Monitoring and measurement to be undertaken

· Monitoring and measurement devices needed to provide evidence of conformity of product to determined requirements

bl) Are processes to ensure that monitoring & measure-ments can be carried out determined?

bm) Is the measuring equipment:

· Calibrated or verified at specified intervals

· Adjusted or re-adjusted as necessary

· Identified to enable the calibration status to be determined

· Safeguarded from adjustments that would invalidate the measurement result

· Protected from damage & deterioration during handling, maintenance & storage?

bn) When a measuring equipment is found not to conform to requirements:

· Is the validity of the previous measuring results assessed and recorded?

· Are appropriate actions taken on the equipment and any affected products?

bo) Are records of equipment calibration & verification maintained?

bp) When used for monitoring or measurement, is the ability of the computer software to satisfy the intended application confirmed before initial use?

Remarks (if any):







8
Measurement, Analysis & Improvement
8.1
Measurement & Monitoring Planning

bq) Are measurement & monitoring activities planned and implemented to

· Demonstrate conformity of the product

· Ensure the conformity to QMS

· Continually improve the effectiveness of the QMS

br) Are applicable methods, including statistical techniques and the extent of their use determined?

Remarks (if any):







8.2
Measurement and Monitoring

bs) Customer Satisfaction: Are the methods for obtaining and using this information determined?

bt) Does the input source include customer satisfaction surveys, customer data on delivered product quality, user opinion surveys, lost business analysis, compliments, warranty claims and dealer reports? 
bu) Internal Audit: Are internal audits conducted at planned intervals to determine whether the QMS

· Conforms to the ISO 9001 requirements

· Is effectively implemented & maintained?

bv) Is audit program planned, taking into consideration the status/importance of the activities/areas to be audited and the results of previous audits?

bw) Are the audit scope, frequency & methodology defined?

· Are audits conducted by personnel other than those who perform the activity being audited?

bx) Are the following documented in a procedure:

· Responsibility / requirement for planning & conducting audit

· Reporting results and maintaining records?

by) Does mgmt ensure that timely actions are taken to eliminate detected non-conformities and their causes?

· Are follow-up actions verified & verification results reported?

bz) Measurement & Monitoring of Processes: Are suitable methods for monitoring and, where applicable measurement of QMS processes applied?

· Do these methods demonstrate the ability of the processes to planned results?

· When planned results are not achieved, are appropriate corrective action taken, to ensure conformity of the product?

ca) Do such measurement and monitoring assist the organisation to meet the product requirements and improve the effectiveness of the quality mgmt system?
cb) Measurement & Monitoring of Product: Are the characteristics of the products monitored & measured to verify that requirements of product have been met?

· Are these carried out at appropriate stages of the product realisation process in accordance with planned arrangements?

· Are the evidences of conformity with acceptance criteria maintained?

· Are records indicating the person authorising the release of the product maintained?

· Are product release and service delivery held back until the planned arrangements have been satisfactorily completed, unless otherwise approved by the customer or relevant authority?

Remarks (if any):







8.3
Control of Non-Conformity

cc) Are products which do not meet requirements identified & controlled to prevent unintended use or delivery?

cd) Are the controls, responsibility and authority for dealing with non-conforming products defined in a documented procedure?

· Are actions taken to eliminate the detected non-conformity or concessions provided by relevant authority or the customer for use, release or acceptance?

ce) Are records on the nature of the non-conformity and follow-up actions including concessions, maintained? 

cf) Where the non-conforming product is corrected, is it subjected to re-verification?

cg) Where the non-conforming product is detected after delivery or use, are actions appropriate to the effects or potential effects, taken?

Remarks (if any):







8.4
Analysis of Data

ch) Are appropriate data to determine suitability & effectiveness of the QMS (and to identify improvements) determined, collected and analysed?

ci) Are data relating to the following analysed:

· Customer satisfaction/dis-satisfaction

· Conformance to customer requirements

· Characteristics & trends of process & products

· Suppliers?

Remarks (if any): What existing measures are collected and analysed?







8.5
QMS Improvement, Corrective & Preventive Actions

cj) Continual Improvement: Are the effectiveness of the QMS continually improved through the use of:

· Quality policy & objectives

· Audit results, analysis of data

· Corrective & preventive actions

· Management review?

ck) Corrective Action: Are corrective action taken to eliminate the cause of the non-conformities to prevent recurrence?

· Corrective action shall be appropriate to the impact of the problems encountered.

cl) Do the documented procedures define requirements for:

· Identifying & reviewing non-conformities (including customer complaints)

· Determining the cause(s) of the non-conformity

· Evaluate need for actions

· Determining, implementing, recording & verifying the corrective action(s)?

cm) Preventive Action: Are appropriate actions taken to eliminate cause(s) of potential non-conformities in order to prevent their occurrence?

· Preventive action shall be appropriate to the impact of the potential problems.

cn) Do the documented procedures define requirements for:

· Identifying potential non-conformities & their causes

· Evaluating the need for action

· Determining, implementing, recording and verifying the preventive action(s)?

Remarks (if any):
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