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Content 

ωQuality Management System requirements 

ωGood Documentation Practices 

ωTooling 

ωHow to continue 
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Quality Management System 
requirements 
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Start at the basic: Architecture QMS 

Work instructions -  guidelines - checklists 

templates  

Deliverables that are 

prescribed by the 

processes, 

procedures and work 

instructions and 

provide evidence of 

conformity to 

requirements of 

products and 

processes and 

evidence of the 

effective operation of 

the QMS 
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Traceability QMS 

Quality Record

Template

Procedure

Process

Ref 1
To which process 

does a procedure belong?

Ref 2
Which templates has this procedure

Ref 3
From which template is this record?

Ref 1: Example of a procedure that refers to its process (and owner) 

Ref 2: Example of a procedure that refers to its templates, guidelines,..... 

Ref 3: By using the latest released template (id+version), reference 3 is assured 
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Quality Records 

ωDevice specific records: 
ωDesign History File (DHF) 

ωDevice Master Record (DMR) 

ωDevice History Record (DHR) 

ωNon specific device records: 
ωQuality System Records (QSR) 

ς820.20 (c)  Management review records 

ς820.22   Audit records 

ς820.25   Training records 

ς820.72   Calibration records 

ς820.100   CAPA records 

ς820.198   Complaint records 
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ISO 13485 requirements control docs/records 

Controlled Documents 

ωReadily Identifiable 

ωLegible 

ωReadiliy Retrievable 

ωDefined retention period 

ωReview & approve 

ωChange control 

ωVersioned 

 

 

Records 

ωReadily Identifiable 

ωLegible 

ωReadily Retrievable 

ωDefined retention period 

ωReview & approve if needed 

ωAudit trail 

ωNo versioning 

 

 Records are a special type of controlled document  

(ISO 13485-4.2.3) 
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Examples of Controlled documents  

ωDrawings 

ωStandard operating procedures (SOPs) 

ωPlans 

ωSpecifications 

ωDesigns 

ωInspection instructions 

ωTest methods 

ωDevice master records (DMRs) 

ωForms 

ωLabeling including labels for in-process and final devices. 

ωInspection and test reports 

ωQualification and validation protocols and reports 

ωAudit reports  
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DHF Ą DMR Ą DHR 

product docs

Order 

confirmed

End of 

production

Start Design

Phase

Design & 

Engineering

Production 

Engineering
Sales Production

Customer

(Service)

product docs order data service data

DHF index

Design 

History 

File

(DHF)

DMR index

Device 

Master 

Record

(DMR=TPD)

DHR Index

Device 

History 

Record

(DHR) 

Device 

History 

Record

(DHR) 

As 

delivered

DHR Index

Device 

History 

Record

(DHR)

End of 

Service

Start Series 

Phase

Start Proto 

Phase

Design

Transfer

production data

Abbr. Record Type Description 

DHF 820.30 (j) 

Design History 

File  

Compilation of records which described the design history of a finished device. There is a history file per 

designed device. 

It provides proof that product is designed according project plan.  

E.g. System Requirements, System Design, test specifications, test reports, project plan. 

DMR 

(TPD) 

820.81 

Device Master 

Record 

Compilation of records containing procedures and specifications for a finished device. There is a master record 

per designed device.  

This information needed by manufacturing, end users and service.  

E.g. assembly instructions, instructions for use, service manual,   

DHR 820.184 

Device History 

Record 

Compilation of records containing the production history of a finished device. There is a history record per 

produced device (particular unit or batch of devices). It is the order, production and service history of a device 

E.g. confirmed sales order, acceptance records (to DMR) and calibration records.  
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820.184 Content DHR 
ωNumber of produced devices including production date 

ωNumber of distributed devices 

ωIdentification device(s) (SN#) 

ωBOM including (if applicable) component SN# 

ωReference to DMR (e.g. Baseline number) 

ωLŘΩǎ ƻŦ ǳǎŜŘ όŎŀƭƛōǊŀǘŜŘύ ƳŜŀǎǳǊƛƴƎ ŘŜǾƛŎŜǎ 

ωLŘΩǎ ƻŦ ǳǎŜŘ ƭŀōŜƭǎ 

ωLŘΩǎ ƻŦ ǳǎŜŘ ǘŜǎǘ ǎƻŦǘǿŀǊŜ όǾŜǊǎƛƻƴύ 

ωTest results 

ω820.80 Acceptatance results including conclusion, 
review and approval evidence 

ω820.90 Non conforming records 

 



 

 

 

 

 

 

 

 

 11 of 28 © Process Vision ς Document & Record Control 

ISO 13485 requirements design documents 
7.3.3 Design and development outputs 
ωShall meet the input requirements for design and development 

ωOutputs examples: specifications, manufacturing procedures, 
engineering drawings 

7.3.5 Design and development verification 
ωShall be performed in accordance with planned arrangements to ensure 

that the design and development outputs have met the design and 
development input requirements. 

7.3.6 Design and development validation 
ωShall be performed in accordance with planned arrangements  to 

ensure that the resulting product is capable of meeting the 
requirements for the specified application or intended use.  

7.3.7 Control of design and development changes 
ωShall be identified 

 

 

 

How to achieve above? See next sheet 
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Requirements and test traceability example maximum 

Product Validation 

Report

System 

Verification Report

Detailed Verification 

Report

User Needs

Intended Uses 

Regulatory standards

System Requirements

Detailed 

Requirements

Implementation

(Integration) Test 

Report
System Design

Detailed Design
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Requirements and test traceability example minimum 

Product Validation 

Report

System 

Verification Report

Detailed Verification 

Report

User Needs

Intended Uses 

Regulatory standards

System Requirements

Detailed 

Requirements

Implementation

(Integration) Test 

Report
System Design

Detailed Design
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Requirements & test traceabiliy 

ωOn requirements level not on document level 

ωYou need to have uniquely identifiable requirements 

 

 

ωYou need a tool 

ωSimple tool: excel Ą 

ωComplext tool: DOORS 
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DHF ă DMR ă DHR traceability 

ωDHR shows version of DMR with which it is build 

ωDMR must be traceable to DHF of which it is derived 

ωDMR must be traceable to used QMS templates 

ωDHF must be traceable to used QMS templates 

 

 

 Design 

History 

File

(DHF)

Device 

Master 

Record

(DMR)

Device 

History 

Record

(DHR) 

Device 

Master 

Record

(DMR)

QMS templates
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DMR Template example (DMR ă DHR ) 
Reference to 

DMR version 

Id of DHR 
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DMR example ς QMS ă DMR ă DHR  

Ref to QMS template 

Ref to derived product  

DMR template  
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Good Documentation Practices 
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Golden rules for document control 

ωConsistency throughout DHF, DMR and DHR 
ωSame project names 

ωSame product names 

ωSame definitions and abbreviations 

ωMind sequence of approval 
ωE.g. test report after test spec, design after requirement 

ωAlways use approved input documents 

ωCorrect doc identification and version control 

ωGood Documentation Practices (see next sheet) 

 



 

 

 

 

 

 

 

 

 20 of 28 © Process Vision ς Document & Record Control 

Good Documentation Practices (GDP) 
ωGebruik permanente blauwe inkt 

ωEenduidige datum notatie: bv JJJJ-MMM-DD 

ωEenduidige naam notaitie: bv initialen + achternaam 

ωLeesbaar, bv in blokletters 

ωGeen lege cellen,  NA alleen als is toegestaan  

ωCorrecties?  Doorhalen met enkele lijn, naam + handtekening 
+ datum + reden 

ωDŜōǊǳƛƪ ƎŜŜƴ άŀŀƴƘŀƴƎǎŜƭǎέ ȊƻƴŘŜǊ ƛŘŜƴǘƛŦƛŎŀǘƛŜ 

ωAfronden getallen alleen bij uitkomst, niet bij bewerking 

ωHandtekening = verklaring dat je iets hebt gedaan, reden 
moet helder zijn voor de persoon die tekent  

ωHandtekening bij afwezigheid alleen door bevoegde personen 

ωMaak goede templates en train de mensen op GDP 
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GDP bad example 

Nummer en verkeerd format naam (had moeten zijn R. vd Boogaerd) 

Geen voorgeschreven datum format en ook verkeerd ingevuld (yyyy-mm-dd) 

Initials op template i.p.v. handtekening 
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GDP good example of a template 
GDP Help text  

Reason for signing 

off 

Format help 
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GDP good example 
 of a record 


