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How to write QA documents

Marianne van der Blom
Coordinator Quality, Safety and Health
National Reference Laboratory
NPPO The Netherlands



2

Programme

 What is Quality Management
 Document types and differences
 Structure and Layout
 Exercise in writing a procedure

 Before you start ! process approach
 Document control
 Tips for drafting a document
 Software
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What!is!Quality!Management

 Control and improve the processes of the 
organisation

 Internal Transparency (managers and employees)

 External Transparent (client)

 Increases the reliability and credibility of your 
organisation
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What!is!Quality!Management

 Say what we do

 Do as we say

 Show that we really do as we say

Describe the way you work
 Clear to everyone
 Can be checked (by yourself or by external auditors )
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Document types and differences
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"This!is!our!regular scheme##,however!we!can!also!do !it!this!way$
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Document!types!and!differences

Quality Manual and SOPs

 Quality Manual: describes!your!organisation,!its!targets!and!activi ties

 Operating procedures (Procedure)!describes!Who does!what and!
with what (and sometimes when)

 SOP = Standard Operating Procedure: describes!activities!and!
methods;!describes How something!is!done

 Method!SOP!(A-SOP!=!Analytical!SOP)
 Equipment!SOP!(T-SOP!=!Technical!SOP)
 Instruction



8

Document!types!and!differences

 Operating Procedures 
 activities!of! different officials sometimes from!

different!departments!or!groups!(who,!what,!with!
what,!when)

 (almost)!always!a! decision has!to!be!made!(moment!
of!choice)

 Instruction, A-SOP and T-SOP
 for! one official
 describes!in detail what!to!do
 no decision is!made
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OPERATING 
PROCEDURES

INSTRUCTIONS, SOPS

QUALITY
MANUAL
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Structure!and!layout
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Structure!and!layout
Procedure!(1)

 Title

 Introduction: Information!about!application!and!
background

 Aim: What!do!you!want!to!achieve!with!this!procedure!
(short:!1-2!sentences)

 Input and output

 Aids: Other!documents (i.e.!forms!and!instructions)!you!
need!to!perform!the!procedure
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Structure!and!layout!
Procedure!(2)

 Definitions

 References :!External!documents!and!other!procedures

 Archive: where!and!how!all!your!forms!and!
registrations!are!archived

 Risks and control measures

 Management information 
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Structure!and!layout!
Procedure!(2)

Activities: the actual procedure
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Structure!and!layout!
Procedure!activities!(1)

Each activity is constructed as follows:
 The official

 What to do

 With which aids (when!applicable)

 Supplied to which official (when!applicable)

 Timeframe (if!relevant)
 for!example:!!within!24!hours
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Structure!and!layout!
Procedure!activities!(2)

Example
 The department manager writes a trimester report by using 

the form !Trimester report" and sends it to the secretary at 
the latest 2 weeks after the trimester is ended

 The secretary controls and edits the different trimester 
reports, collects them in one report for the whole division 
and send it within 1 week to the division manager for
approval

 The division manager decides within 2 week if he/she 

approves the trimester report. If the he/she does n ot 
approve, the document is returned to the concerning  drafter
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1
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Structure!and!layout!
Instruction

 Aim
 Target group
 Introduction: more!information!and!background,!defining!

the!instruction
 Requirements: registers,!logbook,!software,!everything!you!

need!to!perform!the!instruction!
 Forms: which!forms!you!have!to!fill!in
 References: references!to!other!procedures!you!might!need
 Safety aspects: human!and!environmental!safety!aspects
 Working method: describe!step!by!step!how!to!work
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Structure!and!layout!
A-SOP!(1)

1. Aim
2. Introduction: principle!of!the!method!(how!does!it!work)
3. References: forms,!registers!and!other!instructions!

mentioned!in!this!A-SOP
4. Requirements

 Equipment
 Consumables
 Solutions,!buffers!and!chemicals
 Software



19

Structure!and!layout!
A-SOP!(2)

5. Recording and administration of results: what!and!how

6. Archiving the results: where!and!how!long

7. Safety aspects: human!and!environmental!safety!aspects

8. Validation: when!is!this!method!validated!and!where!are!
de!validation!results!

9. References external: (Inter)national!publications!about!
this!method
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Structure!and!layout!
A-SOP!(3)

The actual method: 
describe step by step how to work
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Structure!and!layout!
Instruction,!A-SOP!and!T-SOP!(3)

Method:
1. Describe every action separately 

2. Place the activities in the exact order they have t o 
be carried out

3. Write in an active way

4. Start if possible with the verb

5. Number every action
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Structure!and!layout!
Instruction,!A-SOP!and!T-SOP!(4)

If necessary split the working method in subdivisions
Examples:
5. Working method

5.1!DNA!isolation
5.1.1!Set!the!heat!block!at!55ºC
5.1.2!Add!200! l!Tissue!Lysis Buffer!to!the!sample

5.2 PCR
5.2.1!Prepare!a!master!mix!#

5.3!Gelelectrophoresis
5.3.1!Mix!5! l PCR reaction!mix!with!loading!buffer
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Structure!and!layout!
Instruction,!A-SOP!and!T-SOP!(5)

Working!method
1. DNA!isolation:

2. PCR

3. Gelelectroforesis!

3.1 Mix 5  l PCR reaction mix with loading buffer

3.2 etc

2.1 Prepare a master mix "

2.2 etc

1.1 Set the heat block at 55ºC

1.2 Add 200  l Tissue Lysis Buffer to the sample
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Structure!and!layout!
T-SOP!(1)

 Equipment: type,!firm,!unique!number!etc.
 Application: where!and!how!this!equipment!is!used
 References: to!instructions,!forms!etc.
 Definitions
 Requirements
 Operating manual

 Operating
 Service!
 Kalibration
 Faults

 Registration
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Unique identification 
code

Name and  type Serial number Responsa
ble

employee

LRVV-MIC-001 OLYMPUS, BHI 207607 MB

LRVV-MIC-002 OLYMPUS, BHI 243650 MB

LRVV-MIC-003 OLYMPUS, BHI 218729 MB

LRVV-MIC-004 OLYMPUS, BHI 210114 MB

LRVV-MIC-005 OLYMPUS, BHI IDO 336629 MB

LRVV-MIC-006 Wild M3 0.003.931 MB

LRVV-MIC-007 ZEISS STEREO 475022/0000 MB

LRVV-MIC-008 ZEISS STEREO 475022/9902 MB
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Document!types!and!differences

Other documents:
 Form
 Register!or!List
 Journal
 Logbook
 Checklist
 Appendix



27

Logbook



28

OPERATING 
PROCEDURES

INSTRUCTIONS, SOPS

QUALITY
MANUAL
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Structure!and!layout!
All!documents

Every document needs a #header$ with at least the 
following information:

 Code!of!the!document
 Version!number
 Commencing!date!of!the!latest!version
 Page!number!and!total!amount!of!pages
 Title!of!the!document
 Its!place!in!the!"frame$:!procedure!and/or!process
 (Authorisation:!who!and!when)
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Before you start  
Process approach
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Two!ways!to!describe!your!activities

 Product approach
 Bottom-up
 Instructions!for!activities!supplied!with!the!neces sary!

procedures
 A!voluminous!and!less!structured!Quality!Manual

 Process approach
 Top-down
 The!result!is!a!more!structured!and!transparent!
 A!clearly!structured!and!compact!Quality!Manual
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Did I have to 
do that?

I thought it 
was your 
responsibility
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Oh, now I 
understand
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Process!approach

 The management should think about (main) processes 
and products of the organisation and their mutual 
relations: structure a frame

 Every procedure can easily be placed in this frame

 AT THE SAME TIME laboratory employees can start to 
write A-SOP%s and T-SOP%s
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Before!you!start!- process!approach!(1)

 Determine the main processes of your organisation

 Appoint process owners 
A!process!owner!decides!about!the!organisation!of!the!
procedure!and!authorizes!it

 Appoint a Quality Manager

 Commitment of the management
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Before!you!start!- process!approach!(2)

 Describe the products of your organisation ( e.g. a 
diagnosis) 
= Executing processes

 Determine which supporting activities (process leve l&) 
are needed to achieve your products 
= Supporting processes

 Determine the management activities that are 
needed to achieve your products 
= Management processes
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Processes
Examples!Dutch NPPO

Executing processes:
 Inspections

 Diagnoses

 Decrees, permits

 Audits

 Advice and knowledge 
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Processes
Examples!Dutch NPPO

Supporting processes

 Personnel

 Finances

 Quality Management

 Safety (Human and Environment)

 Material 
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PROCEDURES

INSTRUCTIONS, SOPS

QUALITY
MANUAL

REGISTERS + FORMS

PROCESSES
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Before!you!start

 Determine the different kind of documents
 Make!a!list!and!a!description!of!the!different!types!of!

documents
 Describe!layout,!make!a!format
 Describe!coding!conventions

 Describe the realization of documents
 Procedures!for!drafting/changing!a!procedure

 Describe document control
 Procedure!for!control!and!administration
 Procedure!for!archiving
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Tips for drafting a document
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How!to!write!a!procedure

 Prepare

 Interview the experts

 Make a draft

 Circulate the draft for comment

 Produce the final document

 Authorize

 Implementation
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How!to!write!a!procedure
Prepare!(1)

Determine where the procedure to be described should 
be placed in the process structure:

 Is!it!a!managing,!executing!or!supporting!procedure

 Under!which!main!process!should!the!procedure!be!
placed!

 What!are!the!relations!to!other!procedures
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How!to!write!a!procedure
Prepare!(2)

Gather and study background information concerning 
the procedure

 Is!actual!and!use!full!information!available?

 Which!policy!documents!and!legislation!can!influenc e!
the!procedure?

 Imagine!what!the!procedure!will!look!like
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How!to!write!a!procedure
Prepare!(3)

Determine the authorities and employees concerned
 Who!is!the!process!owner!?!

The process owner decides about the organisation of  the 
procedure and authorizes it

 Who!are!the!experts?
Persons to be interviewed, how can they supply thei r 
expertise
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How!to!write!a!procedure
Interview!(1)

Try to define the following aspects of the procedur e:

 The purpose of the procedure

 The trigger: when the procedure starts, what is the  input

 The end of the procedure: What is the output, what is the 
result

 The activities and in which order they take place
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How!to!write!a!procedure
Interview!(2)

 The officials who executes the different activities 

 The moments of option, are there choices to be made  
and where do these choices lead to

 The risk's involved

 The aids to be used during executing the activities  
(instruction, forms, registers)
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How!to!write!a!procedure
Work!out!(1)

Make a draft
 First appoint the purpose, input and output

 Establish the different activities and moments of 
choice

 Make a process scheme and check if it is #logical$, 
have all points of choice got at least two possibilities ?
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How!to!write!a!procedure
Work!out!(2)

 Fill in the different activities with relevant 
information

 Fill in for each activity the official who it conce rns

 Check the whole procedure on the following aspects:
 Do all the activities contribute to the purpose
 Is the procedure complete, clearly structured and 

user-friendly
 Are all the risks (see preparation) covered?



50

How!to!write!a!procedure
Authorisation

 Sent the draft to the interviewed expert(s) for  co mments

 Critical review the comments 

 Process eventual changes in the document

 Send the document with the authorisation form to th e 
experts to sign

 Send the document with the authorisation form to th e 
process owner for authorisation



51

How!to!write!a!procedure
Pitfalls!(1)

DO NOT:
 Lose the (continuous) thread:  Keep focussed on the  main 

issue
What!is!the!start,!what!is!the!end!and!avoid!except ions
Try!to!be!as!short!and!clear!as!possible

 Combine procedures and instructions
Don%t!describe!too!many!details!in!the!procedure.
Support!the!procedure!with!instructions!and!registe rs!to!
describe!HOW!things!are!done.
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How!to!write!a!procedure
Pitfalls!(2)

DO NOT:

 Combine different procedures 
Keep!in!mind!the!purpose!of!the!procedure

 Describe from different points of view
Describe!the!procedure!from!the!point!of!view!of!yo ur!
organisation,!i.e:!the!client! pays and!your!organisation!
receives the payment
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Document!control
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Document!control
Authorisation

Authorisation is required for every
 New document:  Also!the!layout!of!documents!such!as!a!

form

 Every change in an existing document: Even!the!
change!of!one word!requires!an!authorisation
Make!clear!what!is!changed

Use an authorisation form: Archive!the!authorisation!
form!together!with!the!(original)!of!the!document
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Document!control
Authorisation!form!layout!(1)

 Title of the document

 Document type (procedure,!instruction,!checklist,!form!etc)

 The process/procedure it belongs to

 Change type (new,!changes!in!content,!editorial!changes)

 Name of the drafter

 Code
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Document!control
Authorisation!form!layout!(2)

 Version

 Commencing date

 Names and functions of the experts (with!date!and!
signature)

 Name of the process owner (Authorisation&) (with!date!
and!signature)

 Control layout /authorisation procedure (with!name!of!
the!quality!coordinator,!date!and!signature)
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Document!control
Authorisation!form!layout!(3)

 Date of publishing in database (with!name!of!the!
controller!and!signature)

 Date of publishing and spread of the physical 
document (with!name!of!the!controller!and!signature)

 Date of archiving document with authorisation form
(with!name!of!the!archivist!and!signature)
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Document!control
General!(1)

All employees have to work with a valid version of 
the document:

 Avoid spread of (not controlled) copies

 Spread only marked physical documents
 Stamp!or!signature!(NOT!BLACK!INK&)!or!print!on!

special!paper
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Document!control
General!(2)

 Spread as few physical documents as possible and 
keep an administration (I.e.!on!authorisation!form)

 Spread your documents on the intranet: 
prints!can!be!made!only!with!a!automatically!create d!
footnote!"this!document!is!valid!only!one!week!afte r!
print$
the!responsibility!lies!with!the!employee

 Old versions must be removed and destroyed or 
archived marked as NOT VALID 
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Document!control
General!(3)

Forms, journals, logbook etc:
 Documents (including authorization form&) must be 

recognizable as original 

 Changes in documents must be traceable : No!pencil&

 Form: Coloured!pen!(at!least!the!signature)!or!coloured!
stamp!

 Lab journal/logbook: Page!numbers
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Document!control
Code!(1)

Documents must have a unique code:

 Type of document: P!=!procedure,!I!=!Instruction!or!

A-SOP,!!F=!Form

 Its place in the framework:
i.e.!MAN=Management, ADM =!administration,!FIN=!

Finance,! LAB!=!laboratory,!LbVIR=!laboratory-

virology
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Document!control
Code!(2)

 Serial number :!i.e.!002!or!003 (at!least!two!figures )

 Related documents on higher level
 instruction!01!belonging!to!procedure!003!is!coded!

as!I-LAB-003-01
 form!04!belonging!to!this!instruction!is!coded!as!F -

LAB-003-01-04
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Software
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Possibilities!of!software

 Automatic flow scheme
 Automatic matrix
 Generate and publish a website
 Version control and management
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