
Company Quality Health-Check

BS EN ISO 9001 - 1994

Note 1 :- the Standard BS EN ISO 9001 - 1994 replaces BS5750 Part 1 1987

Note 2 :- The numbering and content of paragraphs is the same between the new BS EN ISO 9001 and ....9002 - therefore this checklist may be used for non-design companies simply by omitting clause 4.4 Design Control

Company




Date



Assessor(s)




Registered Scope

Management representatives present :-


Name




Position


Name




Position

Scope of this assessment

CLAUSE 
IN/OUT
COMMENTS

4.1 Management responsibility 







4.2 Quality system







4.3 Contract review







4.4 Design control







4.5 Document and data control







4.6 Purchasing







4.7 Control of customer-supplied product







4.8 Product identification & traceability







4.9 Process control







4.10 Inspection & testing







4.11 Control of inspection, measuring and test equipment







4.12 Inspection & test status







4.13 Control of nonconforming product







4.14 Corrective and preventive action







4.15 Handling, storage, packaging, preservation and delivery







4.16 Control of quality records







4.17 Internal quality audits







4.18 Training







4.19 Servicing







4.20 Statistical techniques







4.1  Organisation    





Comments
Result

4.1.1 Quality policy

Is there a Quality policy statement?

Does it define objectives / commitment ?







Is the Quality policy statement?

· understood

· implemented

· maintained

· controlled circulation

· approved & dated (by whom ?)

· relevant to organisational goals

· relevant to expectations / needs of customers ?



4.1.2 Organisation
Are the organisation and management structure defined ?

· organogram

· Quality manual

· Job Descriptions

· Independence



How are resources identified / allocated  for -

· management

· performance of work

· verification activities

· internal quality audits






4.1.3 Management Review
Are management review meetings held ?









Where are they defined ?





Does the review cover

· requirements of the Standard

· company’s requirements

· ? agenda





Who attends ?





Where are the ‘intervals’ defined ?





Date of last review ?





Are records / minutes of these reviews kept ?


By whom ?








Are they available ?





4.2 Quality System



Comments
Result

4.2.1 General
Is there a Quality Manual ?

Does it outline the structure of the system ?





Does it reference the procedures?




4.2.2 Quality system procedures

Are there documented procedures?

? list

Are there work instructions?

? list








How is the effective implementation of the System checked ?





Copy of 9001 / 9002 available / controlled





4.2.3 Quality planning
Are Quality Plans used?

How is quality planning undertaken?





4.3 Contract Review





Comments
Result

4.3.1 General
Is there a Procedure for Contract Review ?






4.3.2 Review
How is contract review conducted?

Who has the authority to accept orders / contracts ?






Does it check that the requirements are adequately defined & documented ?






Does it make sure that differing requirements (from tender) are resolved ?






Does it check that the company has the capability to meet contract requirements ?






4.3.3 Amendments
How are amendments made ?





How are amendments transferred to the functions concerned ?





4.3.4 Records
How contract review recorded ?





Sample records - up to date & complete ?





4.4 Design control





Comments
Result

4.4.1 Is there a Procedure for Design Control ?




4.4.2 Planning

Are design/development plans prepared ?

Do they define responsibilities for implementation ?

Are the activities assigned to qualified personnel with adequate resources?



4.4.3 Interfaces

Are organisation interfaces defined?



4.4.4 Design input

How is design input identified, documented and reviewed?



4.4.5 Design output

Is design output documented in verifiable terms ?

Does it meet the design input ?

Reference acceptance criteria?

Identify crucial characteristics ?

Are documents reviewed ?



4.4.6 Design review

Are they formal & documented?

?records?



4.4.7 Design verification

Are designs verified?

?records?



4.4.8 Design validation

How is validation performed?



4.4.8 Design changes

Are design changes...

identified

documented

reviewed

before their implementation ?



4.5 Document and data control





Comments
Result

4.5.1 General
Is there a Procedure for Document and data control ?








Does it cover

· internal documents

· internal forms                                 

· external (customer) specifications / drawings

· external (supplier) specifications / drawings

· external Standards (e.g. 9001)





4.5.2 Document and data approval & issue

Are the documents reviewed & approved prior to issue ?

By whom ?

Is there a ‘Master list’ - how is it controlled ?







Does the system ensure that the pertinent issues of appropriate documents are available at all (necessary) locations ?

Do staff understand issue levels?







Are there arrangements for removal of obsolete documents? 

or are they ‘assured against unintended use’ - are obsolete documents identified ?






4.5.3 Document and data changes
How are changes controlled & recorded ?



4.6 Purchasing






Comments
Result

4.6.1 General
How does the company ensure that purchased product conforms to specified requirements ?

Is there a documented procedure for purchasing?






4.6.2 Evaluation of subcontractors

Is there a procedure/system for selection of subcontractors ?





Are lists of approved suppliers/subcontractors held ?





Who is responsible for assessment?

How is assessment conducted?









How often is the list reviewed?





Is the list available to all of those who perform purchasing ?






4.6.3 Purchasing Data
Does the PO document clearly describe the item ordered ?







Is the quality spec. or technical data included ?







Are POs reviewed and approved prior to release ?







By whom are they approved ?





continued......

4.6.4 Verification of purchased product






4.6.4.1 Supplier verification

Does the company verify purchased product at the subcontractor’s premises ?

Are verification responsibilities stated in contract & PO ?






4.6.4.2 Customer verification
Does the customer verify purchased product at the subcontractor’s premises ?

Are verification responsibilities stated in contract & PO ?






4.7 Control of customer-supplied product (free issue)




Comments
Result

Is there any customer-supplied product ? (if 'no' - skip this section)







Are there procedures for

· receipt

· verification

· storage

· maintenance 






Is reporting of loss or damage to customer carried out ?

How ?





4.8 Product Identification and Traceability




Comments
Result

Identification
Is identification a requirement / appropriate ?








Is there an Identification system and procedures in place ?








How does it operate ?


Does it cover

· receipt

· all stages of production

· delivery

· installation





Traceability
Is traceability a specified requirement ?








Is there a traceability system/procedure in place ?








How does it operate ?


Does it cover

· unique identification of individual product

· unique identification of individual batches

How is this identification recorded?





4.9 Process Control






Comments
Result

Is there identification and  planning of the processes that directly affect quality ?

Including

· production

· installation

· servicing


Are these processes conducted under controlled conditions ?






Are there documented procedures / work instructions in place ?







Is suitable equipment / environment available for production, installation, servicing?








Are there reference standards, codes, quality plans?







Is there monitoring & control of suitable process parameters and product characteristics? 







Are processes and equipment subject to formal approval?







Are workmanship criteria stipulated ?

How ?



Is there a system for maintenance of equipment ?

Does it cover breakdowns and preventative actions ?



Are there any Special Processes ?

(Details - including records of processes, equipment & personnel)





4.10 Inspection & Testing - general and receiving




Comments
Result

4.10.1 General

Are there documented procedures for :

· inspection

· testing







4.10.2 Receiving inspection & testing
How are incoming goods controlled before inspection / acceptance - to prevent their use or processing ?







How are the requirements specified? 

Are they shown clearly ?








Who is responsible for the Inspection - where is this defined ?





Is there a ‘positive recall’ system ?







Are records kept ?

Do they show


· passed items

· rejected items





Is supplier performance recorded ?





4.10 Inspection & Testing -       In-process





Comments
Result

How is in-process inspection performed ?







Are there documented procedures for in-process inspection ?





How is product held until tests / inspections or reports are cleared?





Is there a positive recall system?





Who is responsible for the Inspection - where is this defined ?





Are records kept ?

Do they show


· passed items

· rejected items





4.10 Inspection & Testing - Final





Comments
Result

How is final inspection performed







Are there documented procedures for final inspection ?





Are records kept ?

Do they show


· passed items

· rejected items





Do they show evidence of conformance to the specified requirements?





How is product held until tests / inspections or reports are cleared?





Who is responsible for the Inspection - where is this defined ?





4.11 Control of Inspection, Measuring & Test Equipment




Comments
Result

4.11.1 General
Are there procedures for control of inspection, measuring and test equipment?







Is all inspection, measuring and test equipment included ?

Including test software

and test hardware, jigs etc.

how are they verified / controlled?







4.11.2 Control procedure
Does the control procedure cover

· determination of the measurements and selection of the equipment

· identification of all equipment

· calibration of equipment at prescribed intervals against equipment traceable to national standards

· definition of the calibration process, identification, location, frequency of check, check method, acceptance criteria, actions on nonconformity.

· identification to show calibration status

· maintenance of calibration records

· assessment / documentation of previous results when equipment is found to be out of calibration

· control of the environmental conditions as necessary

· control of the handling, preservation and storage to ensure accuracy and fitness for use

· safeguarding equipment from adjustments which would invalidate the calibration setting 









4.12 Inspection & Test status




Comments
Result

How is status identified ?





Is there a unique id of the person responsible ?





Does the system cover



other means of identifying release






conformance










non-conformance









hold / quarantine









release











scrap













rework









Does the system ensure that only ‘good’ items are despatched ?








4.13 Control of nonconforming product/service




Comments
Result

4.13.1 General
How does the company prevent non-conforming product from being despatched / installed?





Does this control cover

· documentation

· evaluation

· segregation

· disposal

· notification





4.13.2 Review and disposition

Who is responsible for the review of nonconforming product?

Who has the authority for the disposal of nonconforming product?





Does the control cover

· rework

· concession 

(with customer’s approval)

· regrading

· reject / scrap

Are records kept of all of these ?



Does the company have a procedure for rejecting materials to suppliers ?






Is reworked product re-inspected in accordance with specified procedures ?





4.14 Corrective and preventive action





Comments
Result

4.14.1 General
Is there a procedure for 

· Corrective actions

· Preventive actions 





4.14.2 Corrective action
Do the procedures cover

· the effective handling of customer complaints

· the effective reporting of product nonconformities

· investigation of the cause of nonconformities in

         product

         process

         quality system

· recording the results of these investigations

· determination of the corrective action necessary to eliminate the cause of these problems

· application of controls to ensure that corrective action is taken and is effective





4.14.3 Preventive action
Do the procedures cover

· gathering information to detect, analyse and eliminate potential causes of nonconformities

· determination of the steps needed to deal with any problems requiring preventive action

· initiation of preventive action

· controls to ensure that it is effective

· submitting relevant information for management review





4.15 Handling, Storage, Packaging, Preservation & Delivery


Comments
Result

4.15.1 General
Are there documented procedures for 

· handling

· storage

· packaging

· preservation

· delivery

of product





4.15.2 Handling
Does the company provide methods of handling product that prevent damage / deterioration?





4.15.3 Storage
Are there designated storage areas or stock rooms ?

· For raw materials

· For Customer-supplied product

· For work-in-progress

· For finished product

How is receipt into stores logged ?

How is despatch from stores logged ?

Are there shelf-life considerations?

Are they described in the procedures?

Is the condition of product in stock assessed at appropriate intervals?





4.15.2 Packaging
Do the procedures control

· packing

· packaging

· marking

· materials used

· are there any special considerations ?





4.15.3 Preservation
Do the procedures cover

· preservation of product

· segregation of product

whilst the product is under the company’s control





4.15.4 Delivery
Do the procedures cover

· protection of the product after final inspection and test

· delivery to destination





4.16 Control of quality records






Comments
Result

Are there documented procedures for quality records ?

Do they cover

· identification

· collection

· access

· filing

· storage

· maintenance

· disposition






Are quality records from the subcontractor included ?






Are quality records

· legible

· retrievable

· stored in such a way as to prevent loss or damage

· available to the customer

· retained for a known period of time






Where is the retention time for quality records defined?





Do the records demonstrate effective operation of the QMS ?






Are computerised record included?





4.17 Internal Quality Audits




Comments
Result

Is there a procedure for Quality Audits ?

Does it cover 

· planning

· implementation

· recording

· follow-up

· effectiveness (management review)





Are internal quality audits carried out?







Are the auditor/s trained ?







Do records show this ?







Is there an audit schedule ?







Who prepared it ?





Is it up to date ?








Is there a report of the last audit ?





Do the records show who is




investigating







responsible







following-up 






4.18 Training







Comments
Result

Is there a procedure for training ?

Does it cover

· identification of training needs

· provision of training





Are there training records ?







Do these records show :-



· induction training of new employees ?


· relevant academic aspects ? relevant experience ?

· product awareness ?


· knowledge of quality policy ? 

· knowledge of procedures ?



Are there training reviews ?







4.19 Servicing





Comments
Result

Is servicing a specified requirement?





Is there a procedure for servicing ?

Does it cover

· performing the servicing

· verifying the activity

· reporting that it meets the requirements





Are records kept ?





4.20 Statistical Techniques





Comments
Result

4.20.1 Identification of need
How does the company identify the need for statistical techniques ?

Including -

· establishing

· controlling

· verifying

· of process capability

· and product characteristics






4.20.2 Procedures
Are there documented procedures to

· implement

· control

the application of the statistical techniques ?





Descriptions / details ?





Summary

BS EN ISO 9001 ref.
Comments
Maj


Min
Obs

4.1 Management responsibility







4.2 Quality System







4.3 Contract review







4.4 Design control







4.5 Document and data control







4.6 Purchasing







4.7 Control of customer-supplied product







4.8 Product identification & traceability







4.9 Process control







4.10 Inspection & testing







4.11 Inspection, measuring and test equipment







4.12 Inspection & test status







4.13 Control of nonconforming product







4.14 Corrective and preventive action







4.15 Handling, packaging, storage, preservation and delivery







4.16 Control of quality records







4.17 Internal quality audits







4.18 Training







4.19 Servicing







4.20 Statistical techniques













Summary







Comments....

Signed
(Assessor)




Signed (Auditee)
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Position

Date






Date







