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Quality Management System
requirements
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Start at the basic: Architecture QI\/IS

Level |

Level Il

Level Il

Level IV
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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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Traceabilitx QMS

Ref 1: Example of a procedure that refers to its process (and owner)
Process P —
©CCMROId Confidential W Page [l of B
f Template: 0013.001.4801/07

Ref 1

To which process Doc ID . 0013.001.4700
does a procedure belong? QMS procedure Doclo o Uom oo
Configuration Management ggiltaattus : 1;:’0sz14
Procedure _ o
Ref 2. Example of a procedure that refers to its templates, guidelines,.....
QMS procedure
Ref 2 Configuration Management ochate
Which templates has this procedure |
2.2, Annexes
Te m p I a.te Annex # Document title Document ID
0013.001.*
1 Guideline TPD 4704
2 Work Instruction Configuration Manager tasks 4736
Ref 3 3 Template Baseline Report 4735
From which temp'|ate Is this recordzaf 3. By using the latest released template (id+version), reference 3 is assured

/—_—\

Quality Record © CccM2014 WI Page 3 of 14

- DocID : CCCC.PPP.SSSS
cc m q{ . » & S_VDS s Doc Revision 01
- ystem Design Specification Doc Date . ——
) : <ProductName> ALY
cantre for concepts in mechatronics Doc Status: . Draft




Qualitx Records

w Device specific records:
w Design History File (DHF)
w Device Master Record (DMR)
w Device History Record (DHR)

w Non specific device records:
w Quality System Records (QSR)

¢ 820.20 (c) Management review records
c 820.22 Audit records

¢ 820.25 Training records

¢ 820.72 Calibration records

¢ 820.100 CAPA records

¢ 820.198 Complaint records
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ISO 13485 requirements control docs/records

Controlled Documents Records

w Readily Identifiable w Readily Identifiable

w Legible w Legible

w Readilly Retrievable w Readily Retrievable

w Defined retention period w Defined retention period

w Review & approve w Review & approve if needed
w Change control w Audit trail

w Versioned w No versioning

Records are a special type of controlled document
(ISO 13485-4.2.3)
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ExamEIes of Controlled documents

w Drawings
w Standard operating procedures (SOPSs)

w Plans

w Specifications

w Designs

w Inspection instructions

w Test methods

w Device master records (DMRS)

w Forms

w Labeling including labels for-process and final devices.
w Inspection and test reports

w Qualification and validation protocols and reports

A UdIt reports
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DHFA DMRA DHR

<

Design &
Englneerlng

C

) (

Production
Engmeerlng

Customer
(Service)

product docs

v

> ¢ m

order data productlon data service data

product docs

v

DHF index DMR index DHR Index DHR Index
. End of
_ _ Design . Order : As . Service
Design Device Transfer Device confirmed Device delivered Device
History Master History History History
File Record Record Record Record |
(DHF) (DMR=TPD) (DHR) (DHR) (DHR) |
|
|

g et

Start Design Start Proto Start Series End of
Phase Phase Phase production
Abbr. | Record Type Description
DHF | 820.30 (j) Compilation of records which described the design history of a finished device. There is a history file per
Design History | designed device.
File It provides proof that product is designed according project plan.
E.g. System Requirements, System Design, test specifications, test reports, project plan.
DMR | 820.81 Compilation of records containing procedures and specifications for a finished device. There is a master record
(TPD) [ Device Master per designed device.
Record This information needed by manufacturing, end users and service.
E.g. assembly instructions, instructions for use, service manual,
DHR [ 820.184 Compilation of records containing the production history of a finished device. There is a history record per

Device History
Record

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.




820.184 Content DHR
w Number of produced devices including production da

w Number of distributed devices
w ldentification device(s) (SN#)
w BOM Including (if applicable) component SN#

w Reference to DMR (e.g. Baseline number)
WLRQa 2F dzaSR o0OFf A0NI GSF
WLRQ& 2F dzaSR I 0Sft a
WwLRQa 2F dzaSR 0Sau azFuagl

w Test results

w 820.80 Acceptatance results including conclusion,
review and approval evidence

£L320.90 Non conforming records 100728
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ISO 13485 reguirements design documents

7.3.3 Design and development outputs
w Shallmeet the input requirement$or design and development
w Outputs examples: specifications, manufacturing procedures,
engineering drawings
7.3.5Design and development verification

w Shall be performed in accordance with planned arrangements to ensur
that the design and developmeputputs have met the design and
development input requirements

7.3.6 Design and development validation

w Shall be performed in accordance with planned arrangements to
ensure that the resulting product is capablenoéeting the
reguirementsfor the specified application or intended use.

7.3.7 Control of design and development changes
w Shall badentified

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

User Needs
Intended Uses ¢
Regulatory standards

i

— System Requirements |-

I 7.3.5

System Design |«¢

- Product Validation
Report

System
Verification Report

(Integration) Test
Report

7.3.5

Product Risk Management File

Detailed
Requirements

Detailed Verification
Report

7.3.5

Implementation

Detailed Design
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Requirements and test traceability example minimum

User Needs
Intended Uses <
Regulatory standards

i

— System Requirements

A

- Product Validation
Report

System
Verification Report

-4

7.3.5

(Integration) Test

System Design
y g Report

7.3.5

Product Risk Management File

y

Detailed
Requirements

Detailed Verification
Report

Implementation

Detailed Design

© Process Visiom Document & Record Control 130f28




Reguirements & test traceabilix

w On requirements levaiot on document level

w You need to have uniquely identifiable requirements
5 The surgeon performs the actions, seated on a high stool. N
SY-0010 | The LCD viewing angle must be attuned to this end; dista SWRS 1AIS IS [B(8(2(2(2(E|2(a|ala|alz|2
3Y-0011 | Tubing course connection directions must be convenient. o =R =R = N K= B E=1 Rl =T e ) =y F= 3 e
3Y-0012 | Not used functions can he disabled.
SY-0013 | Functions must be supported by a (distinctive) acoustic SIH SYRS z el iil2iilzipaliipiiitd
SWRS ardware 12 111 1
SYDS 22 1(1
SY-0001 0
w You need a tool S
SY-0005 1
. . SY-0006 1 1
(0)) Slmple tool: eXC% sv-0007 | comment | swrs [2f2[2l2l2(e 22 2(2
SY-0008 | SIR|ZIZ|R(R|S(2|E|a
w Complext tool: DOORS ST S EEEE R
—— 1204 1 1
& Rations! ReuistePro - Biokstore - [SC-T0 Tracesdiity om SC o 10 1205 -1 1
Clok 02 fev Begrwrent Trgmtdsy [ode Endov D 1206 1 1
__J&ng & plelslal nlzlis m glolnm| 1208 1 1
ot ! " 1208 1] [
minisleigs 1210 1 1
EHH T A211 K
%~ 1300 2 1 1
geaednges 1301 3 1]
555355353388 1302 [ 1
sigsggsasist 1303 o 1 1
[(GRTA] FITE I 12304 1 1
oa&@aaom p—— - o
N isiorg Document & Record Control 140f 28
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DHFA DMRa DHR traceability

w DHR shows version of DMR with which it is build

w DMR must be traceable to DHF of which it is derived
w DMR must be traceable to used QMS templates
w DHF must be traceable to used QMS templates
QMS templates

= =

Design Device Device

! v |

e K Recore Record

(DHF) (DMR) (DHR)
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DMR Template example (DM& DHR )

|d of DHR
o KOPIE \ \ Frocess Check List {(PCL) — Series
NAAR

Reference to
DMR version

KLANT ADT7NT kit pivot option A
\‘ .
. 0"3“5.6 uués‘g m AUWE pen invulian
DHR identification o~ "lll”‘ "" "m“{l““"“ lets op dit fermliar doorstrespt dan moat je
pu— 1. net docrgestreepls nog steeds zichtbaar habban
2. jouwr naam, handtekening on datum erbij zatten
Part Number 9837-100-03462 3. een valide reden erbij zetten wasrom hat is doorgestreept
| DMR Instruction {drawing) ] / Sigrature date
Doc ID 9897-10D-03462-260-C1 / Name SIg/ryamre yyyy-mm-dd
r , A d
CMR inetruction (drawing] | . £ 9 A i %é ;.(_.A_‘ €-2En gl;s';z:\hly_
A B — N LT Y _{ledaaitnsiiC ,Z‘x ;":’/3"7: 20 (2 SOl 3
& BT N A1 =HL LY /7, " o -
/ / "', ' ‘f‘. ‘( I'\/"', £ 7 'y o5 A —A/,:;? ‘ !(')/ﬁ" / ."‘?,I:‘,« f T R R © ’IED'Q\‘?\SéTDv
L e U LCAA 2 | JF LA [or2-2tT 90
= T i .
|! Y l'f"
R—— L
| P I ¢ WS ” 5 2 y
s’::f: Article Number c.‘:’.qm Text or deacription of raquest / Detsiled picturs or drawing ; Sges value Unit _'“‘:7:':" %Kg °| ;’ %;"
Blz4 N.A CTS peel 1£66, 3 baulen M2 vasl mef mamend 230Nm. aflakken mel barglai N.A, W N& NA [ l/\
Peotmzter moct naljzs in de helusmarngieuf zkten, petmcter mazt Wak lapen met de mnd ¥ P W
Blz 4 N.A cm var. de beake =0 1— KA NA NA. O L’\" C,uf:,:
Bz 5 A crs Fost 1633, Z bautan K330 vast mat moment 23Mm, sskken mat borgisk 18] NA NA. [eind ns
Blz 5 A | cma geen epeing ap de arred [y | Nk A, el | L &
Blz B N & l ©m Julsia kshalontissting nlst &an ca afelendshusiaa van da NilF's | l L K O /;
& FEBY 2012 Non corfidenial Pag=1of 1
QESH: MAHCIT1.08 ; D oo tnaml_in0_ 1<




DMR exampleg OMSa DMRa DHR

Room for remarks (ruimte voor opmerkingen)

Ref to QMS template

Ref to derived product
DMR template

\

/

©FEB\V[ 2012

/7

CESH Template: FMT-MAPOGAZ (3.0 - Approved ; DMR template: 001235-03-120.05

DHR

Release For Ship
<Prodt
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Good Documentation Practices
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Golden rules for document control

w Consistency throughout DHF, DMR and DHR

w Same project names
w Same product names
w Same definitions and abbreviations

w Mind sequence of approval
w E.qg. test report after test spec, design after requirement

w Always use approved input documents
w Correct doc identification and version control
w Good Documentation Practices (see next sheet)
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Good Documentation Practices gGDPz

w Gebruik permanente blauwe inkt

w Eenduidige datum notatie: bv JJWIMM -DD

w Eenduidige naam notaitie: bv initialen + achternaam
w Leesbaar, bv in blokletters

w Geen lege cellen, NA alleen als is toegestaan

w Correcties? Doorhalen met enkele lijn, naam + handtekening
+ datum + reden

WwDSONHzA {1 3ISSYy alFyKIFIy3astaé |
w Afronden getallen alleen bij uitkomst, niet bij bewerking

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

w Handtekening bij afwezigheid alleen door bevoegde personen
w Maakgoede templates en train de mensen op GDP
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GDP bad examEIe

ORIGINAL
Print date: 06,07.2010 P.D. Trace. List: Yes Page 4 /| 4
| Material: 9896-030-23261 Description: INSTALLATION PARTS-HFO Plant: NITS-O MR
Production order: 300424012 Confirmed release: 06.07.2010 Sched. finish: 07.07.201(
Order type: ZP03 P.0. Scheduler: 005 Marcel van Wetten 760000  Seq. nr.: O

| Quantity: 1 Storage bin;

Job Completion Card

| No. Name Date Initials

T (URS

||

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 Hel
GDP good example of a template ep e

Format help
H Altijd met BLAUWE pen invullen| v
Label prdduct Als je iets op dit formulier doorstreept dan mbet je
el 1 het doorgestreepte nog steeds zichtbaar hebben
(SUb}SYStEm ID (10 NC in¢l SN) 2. jouw naam, handtekening en datum erbij zetten
with FMT sales order 3. eenvalide reden erbij zetten waarom het is doorgestreept
4. alle vakken moeten ingevuld zijn
Repair ID (DHR version) R
RO=initial production, R1=first repair, R2= second repair, etcetera
Production Order Quantity . .
1 Reason for signing
yyyy-mmm-dd off
Start production date
=sales order datum in Glovia

As 1st Assembly Engineer, | hereby declare that
Als 1ste assemblage monteur, verklaar ik dat

Geef de versie van het bouw boek aan (staat op het index blad) 2 Version
PFl of Assembly DMR

This product is build according to the accompanied assembly instructions of the DMR.
Dit product is gebouwd volgens de bijgeleverde assemblage instructies uit het bouwboek (DMR).

: : Date signature
Name Assembly Engineer Signature yyyy-mmm-dd
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GDP good examEIe

of a record
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