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§ CONTENTS  ·  WHAT IS IN THIS GUIDE

Eleven sections.

Seven stages.

Roughly sixty documents.

The number is not the point. The connectedness is.
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§ 01   WHY THE DOCUMENTATION SET MATTERS

A medical device is not finished when it

works.

It is finished when there is enough evidence — drawn, written, signed and connected

— to show how it came to work, why it can be trusted to keep working, and how the
next unit off the line will be the same as the one a reviewer holds in their hand.

�F?R�CTGBCLAC�?AASKSJ?RCQ�?Q�BMASKCLRQ���J?LQ��QNCAGþA?RGMLQ��RP?AC?@GJGRW�K?RPGACQ��NPMRMAMJQ��PCNMPRQ��PCAMPBQ��þJCQ�?LB

?NNPMT?JQ���W�RFC�RGKC�?�RWNGA?J��J?QQ�

�BCTGAC�PC?AFCQ�PCJC?QC��?�NPMHCAR�UGJJ�F?TC�NPMBSACB�QMKCUFCPC�GL�RFC�PCEGML�MD�QGVRW�MD

RFCK�±�EGTC�MP�R?IC��BCNCLBGLE�ML�AJ?QQGþA?RGML��QMDRU?PC�AMLRCLR��K?LSD?ARSPGLE�KMBCJ�?LB�PCESJ?RMPW�N?RFU?W�

�MQR�RC?KQ�BM�LMR�RFGLI�?@MSR�RFC�BMASKCLR?RGML�QCR�C?PJW�CLMSEF���FC�NPMBSAR�GQ�CVAGRGLE���FC�AJGLGA?J�MNNMPRSLGRW�GQ�SPECLR�

�FC�þPQR�NPMRMRWNC�UMPIQ��?LB�RFC�?QQSKNRGML�GQ�RF?R�RFC�N?NCPUMPI�UGJJ�D?JJ�GL�@CFGLB�GR��
R�P?PCJW�BMCQ���W�RFC�RGKC�RFC�RC?K

LCCBQ�RM�TCPGDW�?E?GLQR�PCOSGPCKCLRQ�RF?R�UCPC�LCTCP�UPGRRCL�BMUL��MP�T?JGB?RC�UGRF�SQCPQ�RF?R�UCPC�LCTCP�BCþLCB��MP�RP?LQDCP�RM

?�K?LSD?ARSPCP�SQGLE�BP?UGLEQ�RF?R�BM�LMR�K?RAF�RFC�@SGJB��RFC�AMQR�MD�PCN?GP�GQ�LM�JMLECP�?�DCU�UCCIQ�MD�UPGRGLE��
R�GQ�KMLRFQ�MD

PCUMPI��PCNC?RCB�RCQRGLE��?LB�BG�ASJR�AMLTCPQ?RGMLQ�UGRF�GLTCQRMPQ�?LB�PCESJ?RMPQ�

The strongest design history files are not the ones with the most documents. They are the ones where

every document can be traced to the decision it supports.

— THE THESIS OF THIS GUIDE
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02

THE SEVEN STAGES

AT A GLANCE

Each stage produces

records that feed the

next. Break the chain at

any point and

traceability is lost

downstream.

§ 02   THE SEVEN STAGES

The pathway, at a glance.

The same shape applies to almost every device project, from a single‑use disposable
to a connected platform. What differs is the depth at each stage.

�FC�BG?EP?K�?@MTC�GQ�BCJG@CP?RCJW�?�AMSLR��LMR�?�LCRUMPI���FC�PC?J�K?N�GQ�BCLQCP�±�KMQR�MD�RFCQC

BMASKCLRQ�PCDCPCLAC�MLC�MP�KMPC�MRFCPQ��?LB�RFC�Q?KC�?PRCD?AR�´?�RP?AC?@GJGRW�K?RPGV��?�PGQI�þJC��?�K?QRCP�T?JGB?RGML�NJ?Lµ�GQ
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I.

STAGE ONE

STRATEGY &

PLANNING

The documents that

decide what you are

building, why, and how

the team will prove it

later.

STAGE I  ·  STRATEGY & PLANNING

Decide the shape of the project before you

commit to its drawings.

The first stage looks deceptively administrative. It is not. The decisions made here —
about intended use, regulatory pathway, safety classification, schedule and budget —
quietly determine what every later document has to contain.

�MQR�CVNCLQGTC�QSPNPGQCQ�GL�?�KCBGA?J�BCTGAC�NPMHCAR�?PC�RP?AC?@JC�RM�?��R?EC�Ê�BMASKCLR�RF?R�U?Q

CGRFCP�QIGNNCB�MP�UPGRRCL�RMM�JMMQCJW���L�GLRCLBCB�SQC�QR?RCKCLR�RF?R�OSGCRJW�BPGDRQ�BSPGLE�BCTCJMNKCLR�AF?LECQ�RFC�BCTGAC¥Q

PGQI�AJ?QQ����PCESJ?RMPW�QRP?RCEW�AFMQCL�UGRFMSR�AFCAIGLE�COSGT?JCLR�BCTGACQ�RPGEECPQ�?L�CVRP?�AJGLGA?J�GLTCQRGE?RGML�J?RC�GL�RFC

RGKCJGLC����QMDRU?PC�NJ?L�RF?R�KGQAJ?QQGþCQ�RFC�BCTGAC¥Q�Q?DCRW�AJ?QQ�BMS@JCQ�RFC�TCPGþA?RGML�UMPIJM?B���MLC�MD�RFCQC�?PC�TGQG@JC

GL�RFC�@SGJB���JJ�MD�RFCK�?PC�TGQG@JC�GL�RFC�þJC�

�FC�NMGLR�MD�RFGQ�QR?EC�GQ�RM�UPGRC�RFC�NPMHCAR¥Q�AMKKGRKCLRQ�BMUL�AJC?PJW�CLMSEF�RF?R�CTCPWRFGLE�BMULQRPC?K�A?L�@C�KC?QSPCB

?E?GLQR�RFCK��
D�RFC�RC?K�A?LLMR�BCQAPG@C�RFC�BCTGAC��GRQ�SQCPQ��GRQ�CLTGPMLKCLR��GRQ�AJ?QQGþA?RGML�?LB�GRQ�BCTCJMNKCLR�NJ?L�GL

UPGRGLE��GR�GQ�RMM�C?PJW�RM�QR?PR�BP?UGLE�N?PRQ�

01 �PC�QRSBW�PCNMPR�±�CTGBCLAC�@?QC��COSGT?JCLRQ��NPCBGA?RC�?L?JWQGQ ● REQUIRED

02 
LRCLBCB�SQC�QR?RCKCLR�±�RFC�DMSLB?RGML�MD�RFC�CLRGPC�þJC ● REQUIRED

03 �WQRCK�BCQGEL�BCQAPGNRGML�´RCLR?RGTCµ�±�þPQR�RCAFLGA?J�QICRAF ● REQUIRED

04 �QC�QNCAGþA?RGML�±�SQCPQ��CLTGPMLKCLR��UMPIÿMU��AMLRP?GLBGA?RGMLQ ● REQUIRED

05 �CESJ?RMPW�QRP?RCEW�±�N?RFU?W��AJ?QQGþA?RGML��R?PECR�K?PICRQ ● REQUIRED

06 �R?LB?PBQ�&�LMPKQ�JGQR�±�?NNJGA?@JC�F?PKMLGQCB�QR?LB?PBQ ● REQUIRED

07 �CQGEL�&�BCTCJMNKCLR�NJ?L�±�QAMNC��QAFCBSJC��@SBECR�´RFPCC�?PRCD?ARQµ ● REQUIRED

08 �MDRU?PC�BCTCJMNKCLR�NJ?L�±�NCP�
	��ÏËÌÉÍ ○ IF SOFTWARE

09 �GQI�K?L?ECKCLR�NJ?L�±�NCP�
���ÊÍÒÐÊ ● REQUIRED

10 �CPGþA?RGML�&�BCQGEL�RP?LQDCP�NJ?LLGLE�±�NJ?LLCB�LMU��CVCASRCB�J?RCP ● REQUIRED

● REQUIRED FOR MOST DEVICE PROJECTS ○ CONDITIONAL ON TECHNOLOGY, CLASS OR PATHWAY

WHERE TEAMS STUMBLE

�FC�GLRCLBCB�SQC�GQ�RPC?RCB�?Q�K?PICRGLE�AMNW�P?RFCP�RF?L�?�PCESJ?RMPW�?LAFMP��
R�AF?LECQ�@CRUCCL�GLTCQRMP�BCAIQ��AJGLGA?J

K?RCPG?JQ�?LB�RFC�RCAFLGA?J�þJC��	TCPW�BMULQRPC?K�BMASKCLR�GLFCPGRQ�RFC�?K@GESGRW�±�?LB�@W��R?EC�Ï��GR�@CAMKCQ�GKNMQQG@JC

RM�Q?W�UFCRFCP�RFC�BCTGAC�U?Q�T?JGB?RCB�?E?GLQR�RFC�SQC�GR�?ARS?JJW�AJ?GKQ�

�FC�BCTCJMNKCLR�NJ?L�CVGQRQ��@SR�GQ�LMR�JGTGLE��
R�U?Q�UPGRRCL�MLAC��QGELCB��?LB�þJCB���FC�QAFCBSJC�QJGNNCB�DMSP�KMLRFQ�?EM�

RFC�NJ?L�BMCQ�LMR�PCÿCAR�RF?R���CQGEL�PCTGCUQ�QAFCBSJCB�GL�RFC�NJ?L�LCTCP�F?NNCLCB�



 HOW WE PARTNER AT THIS STAGE

Most of our projects start here. There is a pre-study, a intended use is drafted, regulatory pathway chosen, and a design controls

framework is created for the rest of the development to run on. From that point we work closely with our customers and lead the

engineering ourselves. The plan is built once, properly, and survives the next eighteen months without being rewritten.

TALK TO US ABOUT CONCEPT & PLANNING →



II.

STAGE TWO

USER NEEDS &

DESIGN INPUTS

�SPLGLE�RFC�NPMBSAR

GBC?�GLRM�KC?QSP?@JC

PCOSGPCKCLRQ�RF?R�A?L�@C

TCPGþCB�±�?LB�RP?ACB�±

J?RCP�

STAGE II  ·  USER NEEDS & DESIGN INPUTS

Vague requirements are the most expensive

thing you can write.

User needs describe what the device must achieve for the people it serves. Design
inputs translate those needs into measurable requirements. Measurable is doing the

work in that sentence.

��PCOSGPCKCLR�RF?R�PC?BQ�¦RFC�BCTGAC�QF?JJ�@C�C?QW�RM�SQC¦�GQ�SLTCPGþ?@JC����PCOSGPCKCLR�RF?R�PC?BQ

¦RFC�BCTGAC�QF?JJ�@C�MNCP?@JC��CLB�RM�CLB��@W�?�PCEGQRCPCB�LSPQC�UGRF�LM�NPGMP�RP?GLGLE��GL�SLBCP�LGLCRW�QCAMLBQ��GL�QSKK?RGTC

SQ?@GJGRW�RCQRGLE��UGRF�LM�SQC�CPPMPQ�AJ?QQGþCB�?Q�APGRGA?J¦�GQ�TCPGþ?@JC���FC�BG�CPCLAC�@CRUCCL�RFMQC�RUM�QCLRCLACQ�GQ�PMSEFJW�QGV

KMLRFQ�MD�NPMHCAR�RGKC��GL�RFC�PGEFR�BGPCARGML�

�FC�RP?AC?@GJGRW�K?RPGV�GLRPMBSACB�?R�RFGQ�QR?EC�GQ�LMR�N?NCPUMPI��
R�GQ�RFC�QRPSARSP?J�@C?K�MD�RFC�BCQGEL�FGQRMPW�þJC��	TCPW�SQCP

LCCB�JGLIQ�RM�MLC�MP�KMPC�BCQGEL�GLNSRQ��	TCPW�BCQGEL�GLNSR�JGLIQ�RM�?�TCPGþA?RGML�?ARGTGRW��	TCPW�PGQI�AMLRPMJ�JGLIQ�@?AI�RM�RFC

PCOSGPCKCLR�GR�GKNJCKCLRQ���FCL�?�PCESJ?RMP�MP�LMRGþCB�@MBW�MNCLQ�RFC�þJC��RFCW�L?TGE?RC�@W�RFGQ�K?RPGV���FCL�RFC�K?RPGV�GQ

KGQQGLE�MP�@PMICL��RFC�þJC�AMJJ?NQCQ�PCE?PBJCQQ�MD�FMU�EMMB�RFC�SLBCPJWGLE�CLEGLCCPGLE�U?Q�

11 �COSGPCKCLR�RP?AC?@GJGRW�K?RPGV�±�SQCP�LCCBQ ● REQUIRED

12 �COSGPCKCLR�RP?AC?@GJGRW�K?RPGV�±�BCQGEL�GLNSRQ ● REQUIRED

13 �COSGPCKCLR�RP?AC?@GJGRW�K?RPGV�±�TCPGþA?RGML�&�T?JGB?RGML�NJ?LQ ● REQUIRED

14 �WQRCK�BCQGEL�BCQAPGNRGML�±�RFC�BCTGAC��BCþLCB ● REQUIRED

15 �MDRU?PC�Q?DCRW�AJ?QQGþA?RGML�±��J?QQ���«���«���NCP�
	��ÏËÌÉÍ ○ IF SOFTWARE

16 �MDRU?PC�?PAFGRCARSPC�±�GRCKQ��GLRCPD?ACQ������ ○ IF SOFTWARE

17 �S@�QWQRCK�PCOSGPCKCLR�QNCAGþA?RGMLQ�±�KCAF?LGA?J��CJCARPGA?J��QMDRU?PC��N?AI?EGLE ● REQUIRED

WHERE TEAMS STUMBLE

�FC�RP?AC?@GJGRW�K?RPGV�GQ�@SGJR�MLAC�?LB�LCTCP�K?GLR?GLCB���CU�PCOSGPCKCLRQ�?PC�?BBCB�GL�CLEGLCCPGLE�RGAICRQ�?LB�BCQGEL

PCTGCUQ��@SR�RFC�K?RPGV�J?EQ�@W�RFPCC�QNPGLRQ���W�RFC�RGKC�TCPGþA?RGML�@CEGLQ��RFC�CLEGLCCPGLE�RC?K�?LB�RFC�PCESJ?RMPW�RC?K�?PC

UMPIGLE�DPMK�BG�CPCLR�PCOSGPCKCLR�QCRQ�

�CQGEL�GLNSRQ�GLAJSBC�NCPDMPK?LAC�?LB�DSLARGML?J�PCOSGPCKCLRQ�@SR�MKGR�CLTGPMLKCLR?J��N?AI?EGLE��QCPTGAC��AW@CPQCASPGRW�MP

GLRCPD?AC�PCOSGPCKCLRQ���FC�MKGQQGMLQ�QSPD?AC�BSPGLE�TCPGþA?RGML�NJ?LLGLE��UFCL�LM@MBW�A?L�þLB�?L�?AACNR?LAC�APGRCPGML�RM

RCQR�?E?GLQR�



 HOW WE PARTNER AT THIS STAGE

�SP�CLEGLCCPQ�RP?LQJ?RC�SQCP�LCCBQ�GLRM�KC?QSP?@JC�BCQGEL�GLNSRQ�?Q�?�LMPK?J�N?PR�MD�FMU�UC�BCTCJMN�BCTGACQ�±�LMR�?Q�?�QCN?P?RC

BMASKCLR?RGML�CVCPAGQC���FC�RP?AC?@GJGRW�K?RPGV�GQ�@SGJR�GLRM�RFC�NPMHCAR¥Q�RMMJGLE�DPMK�RFC�þPQR�QNPGLR��MULCB�@W�RFC�CLEGLCCPGLE

JC?B��?LB�K?GLR?GLCB�?Q�RFC�BCQGEL�AF?LECQ�P?RFCP�RF?L�PCAMLQRPSARCB�?R�RFC�CLB�

TALK TO US ABOUT REQUIREMENTS & TRACEABILITY →



III.

STAGE THREE

RISK MANAGEMENT

��JGTC��AMLLCARCB�þJC�±

LMR�?�MLC�M��BCJGTCP?@JC�

STAGE III  ·  RISK MANAGEMENT

Risk management is a verb, not a

deliverable.

The risk file is the only document in the project that should never reach a final version
until the device is retired. Everything else has a sign-off page; the risk file has a

revision history.


���ÊÍÒÐÊ�CVNCARQ�PGQI�RM�GLÿSCLAC�BCQGEL�BCAGQGMLQ��PCOSGPCKCLRQ��TCPGþA?RGML�?ARGTGRGCQ��J?@CJJGLE��GLQRPSARGMLQ�DMP�SQC��?LB

NMQR�K?PICR�QSPTCGJJ?LAC��
L�NP?ARGAC��RFGQ�KC?LQ�RF?R�RFC�F?X?PB�?L?JWQGQ��RFC���
�	���RFC�SQC�PCJ?RCB�PGQI�?L?JWQGQ�?LB�RFC

RP?AC?@GJGRW�K?RPGV�F?TC�RM�QF?PC�?�TMA?@SJ?PW�?LB�?�QRPSARSPC���FCL�RFCW�BML¥R�±�UFCL�F?X?PBQ�?PC�UPGRRCL�MLC�U?W�GL�RFC�PGQI

þJC�?LB�?LMRFCP�GL�RFC�TCPGþA?RGML�NPMRMAMJQ�±�RFC�RC?K�A?LLMR�BCDCLQG@JW�QFMU�RF?R�?�ILMUL�F?X?PB�U?Q�AMLRPMJJCB�

�FC�F?X?PB�RP?AC?@GJGRW�K?RPGV�QMJTCQ�RFGQ��
R�GQ�RFC�QCAMLB�@?AI@MLC�BMASKCLR�MD�RFC�þJC��?JMLEQGBC�RFC�PCOSGPCKCLR�RP?AC?@GJGRW

K?RPGV��	TCPW�F?X?PB�JGLIQ�RM�GRQ�PGQI�AMLRPMJQ��CTCPW�PGQI�AMLRPMJ�JGLIQ�RM�RFC�BCQGEL�MSRNSR�RF?R�GKNJCKCLRQ�GR�?LB�RFC

TCPGþA?RGML�?ARGTGRW�RF?R�AMLþPKQ�GR�UMPIQ����PCTGCUCP�QFMSJB�@C�?@JC�RM�NGAI�?LW�F?X?PB�DPMK�RFC�?L?JWQGQ�?LB�U?JI�GR�RM�?�RCQR

PCNMPR�GL�RUM�AJGAIQ�

18 �PCJGKGL?PW�F?X?PB�?L?JWQGQ�±�þPQR�N?QQ��UPGRRCL�C?PJW ● REQUIRED

19 �?QI�?L?JWQGQ�±�SQC�PCJ?RCB��NCP�
	��ÏËÌÏÏ�Ê ● REQUIRED

20 �QCP�GLRCPD?AC�CT?JS?RGML�NJ?L�±�DMPK?RGTC�&�QSKK?RGTC�QAMNC ● REQUIRED

21 �?X?PB�RP?AC?@GJGRW�K?RPGV�±�F?X?PBQ�→�AMLRPMJQ�→�CTGBCLAC ● REQUIRED

22 �PMACQQ�
�	��±�MP�COSGT?JCLR�NPMACQQ�PGQI�?L?JWQGQ ● REQUIRED

23 �GQI�K?L?ECKCLR�PCNMPR�±�MTCP?JJ�PCQGBS?J�PGQI��@CLCþR�PGQI�AMLAJSQGML ● REQUIRED

WHERE TEAMS STUMBLE

�FC�PGQI�þJC�GQ�MULCB�@W�?�QGLEJC�NCPQML��MDRCL�?�AMLRP?ARMP��?LB�JGTCQ�GL�?�QCN?P?RC�QNPC?BQFCCR�RF?R�LM@MBW�CJQC�SNB?RCQ�

�FCL�RFC�BCTGAC�AF?LECQ��RFC�PGQI�þJC�BMCQ�LMR���FC�KGQK?RAF�QSPD?ACQ�BSPGLE�RFC�þL?J�PGQI�K?L?ECKCLR�PCTGCU��QGV�UCCIQ

@CDMPC�QS@KGQQGML�

�QC�PCJ?RCB�PGQI�GQ�RPC?RCB�?Q�?�SQ?@GJGRW�NPM@JCK��LMR�?�PGQI�NPM@JCK���GQIQ�GLRPMBSACB�@W�RFC�SQCP�GLRCPD?AC�±�UPMLE�@SRRML

NPCQQCQ��KGQPC?B�J?@CJQ��KGQQCB�?J?PKQ�±�?PC�LMR�JGLICB�RM�BCQGEL�AMLRPMJQ���SKK?RGTC�SQ?@GJGRW�RFCL�QSPD?ACQ�F?X?PBQ�RF?R�RFC

PGQI�þJC�BMCQ�LMR�AMLR?GL�



 HOW WE PARTNER AT THIS STAGE

�CA?SQC�UC�MUL�RFC�BCQGEL�?Q�UCJJ�?Q�RFC�þJC��MSP�PGQI�UMPI�GLDMPKQ�RFC�CLEGLCCPGLE�P?RFCP�RF?L�AF?QGLE�GR���?X?PB�?L?JWQCQ��
�	�Q

?LB�SQC�PCJ?RCB�PGQI�PSL�?JMLEQGBC�AMLACNR�?LB�NPMRMRWNC�BCTCJMNKCLR�±�?LB�UFCPC�UC�?PC�@PMSEFR�GL�J?RC��UC�PC@SGJB�PGQI�þJCQ�RF?R

F?TC�BPGDRCB�DPMK�RFC�BCQGEL�RFCW�UCPC�KC?LR�RM�AMLRPMJ�

TALK TO US ABOUT RISK MANAGEMENT →



IV.

STAGE FOUR

DESIGN OUTPUTS

Where the device stops

being an idea and starts

being a part number.

STAGE IV  ·  DESIGN OUTPUTS & TECHNICAL DOCUMENTATION

The design history file becomes a build

package.

Design outputs are what a contract manufacturer needs to make the device, what an
inspector needs to check it, and what a regulator needs to confirm that the thing you
tested is the thing you ship.

�FC�BGQAGNJGLC�?R�RFGQ�QR?EC�GQ�AMLQGQRCLAW���P?UGLEQ��QAFCK?RGAQ��@GJJQ�MD�K?RCPG?JQ��QMSPAC�AMBC��QSNNJGCP�PCAMPBQ�?LB�GLQNCARGML

APGRCPG?�?JJ�BCQAPG@C�RFC�Q?KC�BCTGAC���FCL�RFCW�BCQAPG@C�QJGEFRJW�BG�CPCLR�BCTGACQ�±�@CA?SQC�RFC�����U?Q�SNB?RCB�@SR�RFC

?QQCK@JW�BP?UGLE�U?Q�LMR��MP�@CA?SQC�RFC�þPKU?PC�TCPQGML�GL�RFC�RCQR�PCAMPB�BMCQ�LMR�K?RAF�RFC�TCPQGML�GL�RFC�PCJC?QC�±

TCPGþA?RGML�?ARGTGRGCQ�@CAMKC�SLD?JQGþ?@JC����PCTGCUCP�A?LLMR�RCJJ�UFGAF�TCPQGML�MD�RFC�BCTGAC�N?QQCB�RFC�RCQR�

�MDRU?PC�UMPI�PSLQ�GL�N?P?JJCJ�?LB�DMJJMUQ�GRQ�MUL�QRPSARSPC��BCþLCB�@W�
	��ÏËÌÉÍ����BCR?GJCB�BCQGEL�BCQAPGNRGML�?LB�RFC

QMSPAC�AMBC�?PC�RFC�AMLTCLRGML?J�MSRNSRQ��RFC�JCQQ�M@TGMSQ�MLCQ�?PC�RFC������HSQRGþA?RGML��?LMK?JW�JGQR�?LB�AMLþESP?RGML

K?L?ECKCLR�PCAMPBQ��UFGAF�?SBGRMPQ�GLAPC?QGLEJW�?QI�DMP�þPQR�

24 �CAF?LGA?J�BP?UGLEQ�±�AMLRPMJJCB��PCTGQGML�LSK@CPCB ● REQUIRED

25 �MKNMLCLR�QNCAGþA?RGMLQ ● REQUIRED

26 	JCARPMLGA�QAFCK?RGAQ ○ IF ELECTRONIC

27 �CP@CP�&�����BCQGEL�þJCQ ○ IF ELECTRONIC

28 �QQCK@JW�BP?UGLEQ�&�UMPI�GLQRPSARGMLQ ● REQUIRED

29 �?U�K?RCPG?J�QNCAGþA?RGMLQ ● REQUIRED

30 �MDRU?PC�BCR?GJCB�BCQGEL�BCQAPGNRGML�±�NCP�
	��ÏËÌÉÍ ○ IF SOFTWARE

31 �MSPAC�AMBC�±�SLBCP�AMLþESP?RGML�AMLRPMJ ○ IF SOFTWARE

32 �MKNGJCB�«�PCJC?QCB�@SGJB�?PRCD?AR�±�F?QF�GBCLRGþCB ○ IF SOFTWARE

WHERE TEAMS STUMBLE

�P?UGLEQ�CVGQR�@SR�?PC�LMR�SLBCP�BMASKCLR�AMLRPMJ���CTGQGMLQ�?PC�RP?AICB�GL�RFC�þJC�L?KC���UM�BP?UGLEQ�MD�RFC�Q?KC�N?PR�

B?RCB�UCCIQ�?N?PR��@MRF�JMMI�?SRFMPGR?RGTC�?LB�BGQ?EPCC�?@MSR�?�RMJCP?LAC�

�MDRU?PC�MSRNSRQ�?PC�K?L?ECB�@W�CLEGLCCPGLE�RMMJQ�´EGR���GP?���
µ��@SR�RFC�JGLI�@CRUCCL�?�RCQRCB�@SGJB�?LB�?�PCJC?QCB�BCTGAC�GQ

GLDMPK?J����PCTGCUCP�?QIQ�UFGAF�þPKU?PC�U?Q�ML�RFC�SLGRQ�SQCB�DMP�@GMJMEGA?J�CT?JS?RGML��?LB�LM@MBW�A?L�?LQUCP�UGRF

ACPR?GLRW�



 HOW WE PARTNER AT THIS STAGE

�CQGEL�MSRNSRQ�?PC�MSP�FMKC�BGQAGNJGLC���CAF?LGA?J��CJCARPMLGAQ��þPKU?PC�?LB�?NNJGA?RGML�QMDRU?PC�?PC�NPMBSACB�@W�MSP�CLEGLCCPQ

SLBCP�BMASKCLR�?LB�AMLþESP?RGML�AMLRPMJ�DPMK�RFC�þPQR�PCTGQGML�±�QM�RFC�BCQGEL�FGQRMPW�þJC�?AASKSJ?RCQ�AMPPCARJW�?Q�?�QGBC�C�CAR�MD

RFC�UMPI��LMR�?Q�?�QCN?P?RC�AJC?L�SN�?DRCP�GR�

TALK TO US ABOUT ENGINEERING & TECHNICAL FILES →



V.

STAGE FIVE

VERIFICATION

"Did we build it

correctly?" — the answer

is a paper trail, not an

opinion.

STAGE V  ·  VERIFICATION

Verification is a question of evidence, not

confidence.

Verification asks: did we build the device correctly, against the requirements we wrote down?

Confidence in the bench result is not enough. The reviewer wants the protocol, the
acceptance criterion, the raw data, the analysis, the report and the link back to the

requirement.

�FC�QRPCLERF�MD�?�TCPGþA?RGML�þJC�GQ�QCR�GL��R?EC�Ë��
D�PCOSGPCKCLRQ�?PC�KC?QSP?@JC��NPMRMAMJQ�UPGRC�RFCKQCJTCQ��?AACNR?LAC

APGRCPG?�?PC�M@TGMSQ��PCQSJRQ�?PC�SL?K@GESMSQ��
D�PCOSGPCKCLRQ�?PC�T?ESC��NPMRMAMJQ�@CAMKC�APC?RGTC�UPGRGLE�CVCPAGQCQ�?LB

?AACNR?LAC�APGRCPG?�?PC�GLTCLRCB�BSPGLE�RCQRGLE�±�UFGAF�?�A?PCDSJ�PCTGCUCP�A?L�SQS?JJW�RCJJ�

�NCAG?JGQR�TCPGþA?RGML�QRPC?KQ�±�CJCARPGA?J�Q?DCRW�RM�
	��ÏÉÏÉÊ��@GMAMKN?RG@GJGRW�SLBCP�
���ÊÉÒÒÌ��QMDRU?PC�TCPGþA?RGML�SLBCP


	��ÏËÌÉÍ��?AACJCP?RCB�?EGLE�?LB�QFCJD�JGDC�±�RWNGA?JJW�GLTMJTC�RFGPB�N?PRW�J?@MP?RMPGCQ���FC�HM@�MD�RFC�GL�FMSQC�RC?K�GQ�RM�BCþLC

UF?R�GQ�@CGLE�RCQRCB��CLQSPC�RFC�BCTGAC�SLBCP�RCQR�K?RAFCQ�?�AMLRPMJJCB�AMLþESP?RGML��?LB�GLRCEP?RC�RFC�J?@¥Q�PCNMPR�GLRM�RFC

BCQGEL�FGQRMPW�þJC�UGRF�?�AJC?P�NMGLRCP�DPMK�RFC�PCOSGPCKCLR�RM�RFC�PCQSJR�

33 �CPGþA?RGML�NPMRMAMJQ�— per requirement family ● REQUIRED

34 �CPGþA?RGML�PCAMPBQ�— raw data, signed ● REQUIRED

35 
SLARGML?J�RCQRGLE�NPMRMAMJ�&�PCAMPB ● REQUIRED

36 	JCARPGA?J�Q?DCRW�RCQRGLE�NPMRMAMJ�&�PCAMPB�— IEC 60601 family ○ IF ELECTRICAL

37 �GMJMEGA?J�CT?JS?RGML�NPMRMAMJ�&�PCAMPB�— ISO 10993 ○ IF PATIENT-
CONTACTING

38 �FCJD�JGDC�TCPGþA?RGML�NPMRMAMJ�&�PCAMPB�— accelerated & real-time ● REQUIRED

39 �MDRU?PC�TCPGþA?RGML�PCAMPBQ�— unit, integration, system ○ IF SOFTWARE

40 �CPGþA?RGML�&�T?JGB?RGML�QSKK?PW�PCNMPR�— bridging document ● REQUIRED

WHERE TEAMS STUMBLE

�CQR�PCNMPRQ�CVGQR�?Q���
Q�DPMK�RFC�J?@��@SR�RFCPC�GQ�LM�GL�FMSQC�NPMRMAMJ�RF?R�BCþLCQ�UF?R�U?Q�QCLR�?LB�UFW���FC

PCOSGPCKCLRQ�RFCW�TCPGDW�?PC�LMR�L?KCB�GL�CGRFCP�RFC�NPMRMAMJ�MP�RFC�PCNMPR���FC�JGLI�F?Q�RM�@C�PCAMLQRPSARCB�?DRCP�RFC�D?AR�

MDRCL�@?BJW�

�FC�BCTGAC�SLBCP�RCQR�GL�RFC�TCPGþA?RGML�PCNMPR�GQ�LMR�RFC�BCTGAC�RF?R�UGJJ�@C�PCJC?QCB����AMKNMLCLR�AF?LECB��?�þPKU?PC�U?Q

SNB?RCB��?�QSNNJGCP�U?Q�OS?JGþCB�J?RCP�±�?LB�LM@MBW�ÿ?EECB�RF?R�RFC�TCPGþA?RGML�LCCBQ�RM�@C�PC�PSL�MP�DMPK?JJW�@PGBECB�



 HOW WE PARTNER AT THIS STAGE

�C�NJ?L�?LB�PSL�TCPGþA?RGML�GL�FMSQC�UFCPCTCP�UC�A?L��?LB�K?L?EC�RFC�RFGPB�N?PRW�J?@Q�CLB�RM�CLB�UFCPC�UC�A?LLMR�±�CJCARPGA?J

Q?DCRW��@GMAMKN?RG@GJGRW��?AACJCP?RCB�?EGLE���FC�MSRNSR�UC�A?PC�?@MSR�KMQR�GQ�RFC��&��QSKK?PW�PCNMPR��RFC�QGLEJC�BMASKCLR�RF?R

RSPLQ�BMXCLQ�MD�RCQR�PCAMPBQ�GLRM�?�BCDCLQG@JC�?PESKCLR�RF?R�RFC�BCTGAC�KCCRQ�GRQ�PCOSGPCKCLRQ�

TALK TO US ABOUT VERIFICATION →



VI.

STAGE SIX

VALIDATION &

USABILITY

"Did we build the right

device?" — for the right

users, in the right

environment.

STAGE VI  ·  VALIDATION & USABILITY

A device can pass verification and still fail

in the room.

Validation asks whether the device works for its intended users, in its intended

environment, for its intended use. The three nouns in that sentence are why the Stage 1

documents had to be written so carefully.

�Q?@GJGRW�CLEGLCCPGLE��SLBCP�
	��ÏËÌÏÏ�Ê��GQ�RFC�BMKGL?LR�T?JGB?RGML�?ARGTGRW�DMP�KMQR�BCTGACQ��
MPK?RGTC�QRSBGCQ��PSL�BSPGLE

BCTCJMNKCLR��QSPD?AC�SQC�CPPMPQ�?LB�GLDMPK�BCQGEL�AF?LECQ���SKK?RGTC�QRSBGCQ��PSL�ML�RFC�þL?J�BCQGEL��BCKMLQRP?RC�RF?R�RFC

PCQGBS?J�PGQIQ�MD�SQC�?PC�?AACNR?@JC���FC�RUM�?PC�LMR�GLRCPAF?LEC?@JC��?�QSKK?RGTC�QRSBW�A?LLMR�@C�PCRPM?ARGTCJW�?QQCK@JCB�DPMK

DMPK?RGTC�B?R?�

�?@CJQ��GLQRPSARGMLQ�DMP�SQC��OSGAI�QR?PR�ESGBCQ��U?PLGLEQ��RP?GLGLE�K?RCPG?JQ�?LB�PCNPMACQQGLE�GLQRPSARGMLQ�?PC�N?PR�MD�RFC�BCTGAC

DMP�T?JGB?RGML�NSPNMQCQ���FCW�?PC�T?JGB?RCB�RMECRFCP����BCTGAC�RF?R�NCPDMPKQ�NCPDCARJW�UGRF�?�FGBBCL�CVNCPR�SQCP�@SR�UFMQC�J?@CJ

A?SQCQ�?�AJGLGAG?L�RM�KGQSQC�GR�F?Q�D?GJCB�T?JGB?RGML���FC�J?@CJ�GQ�?�PGQI�AMLRPMJ��LMR�?�K?PICRGLE�QSPD?AC�

41 
MPK?RGTC�CT?JS?RGML�NPMRMAMJ�&�PCAMPBQ ● REQUIRED

42 �SKK?RGTC�CT?JS?RGML�NPMRMAMJ�&�PCAMPBQ�— the headline usability deliverable ● REQUIRED

43 �Q?@GJGRW�CLEGLCCPGLE�þJC�— assembled, per IEC 62366-1 ● REQUIRED

44 �?JGB?RGML�NPMRMAMJQ�&�PCAMPBQ�— clinical / simulated use ● REQUIRED

45 
LQRPSARGMLQ�DMP�SQC��J?@CJQ�&�U?PLGLEQ�— validated artefacts ● REQUIRED

46 �JGLGA?J�CT?JS?RGML�PCNMPR�— per MDR Annex XIV ○ IF EU PATHWAY

 HOW WE PARTNER AT THIS STAGE

�SK?L�D?ARMPQ�QGRQ�GLQGBC�MSP�BCQGEL�RC?K��LMR�@MJRCB�ML�?DRCPU?PBQ��
MPK?RGTC�QRSBGCQ�GLDMPK�GLBSQRPG?J�BCQGEL�?LB�

��UMPI�?Q

RFCW�F?NNCL��QSKK?RGTC�T?JGB?RGML�PSLQ�?E?GLQR�?�DPMXCL�BCQGEL�UC�?JPC?BW�RPSQR���?@CJQ��

��?LB�RP?GLGLE�K?RCPG?JQ�?PC�BCQGELCB

?JMLEQGBC�RFC�BCTGAC��LMR�?QQCK@JCB�?R�RFC�CLB�

TALK TO US ABOUT USABILITY & VALIDATION →

WHERE TEAMS STUMBLE

�SKK?RGTC�SQ?@GJGRW�GQ�RPC?RCB�?Q�?�J?RC�QR?EC�R?QI�?LB�QAFCBSJCB�?DRCP�BCQGEL�DPCCXC���FC�QRSBW�QSPD?ACQ�?�SQC�CPPMP�RF?R

PCOSGPCQ�?�BCQGEL�AF?LEC���FC�AF?LEC�PCOSGPCQ�?�LCU�QSKK?RGTC�±�CVACNR�LMU�RFC�RGKCJGLC�BMCQ�LMR�?JJMU�MLC��?LB�RFC�NPMHCAR

QFGNQ�UGRF�?�ILMUL�PGQI�RF?R�RFC�RC?K�FMNCB�UMSJB�@C�?AACNR?@JC�

�?@CJQ�?LB�

��?PC�UPGRRCL�@W�K?PICRGLE�MP�@W�?L�CLEGLCCP�MTCP�?�UCCICLB��?LB�LCTCP�PSL�RFPMSEF�RFC�SQ?@GJGRW�NPMACQQ���FC

þPQR�RGKC�?�PC?J�SQCP�QCCQ�RFCK�GQ�GL�RFC�QSKK?RGTC�±�?R�UFGAF�NMGLR�RFC�U?PLGLEQ��GAMLQ�?LB�QRCN�MPBCPGLE�?JJ�LCCB�RM�AF?LEC�



VII.

STAGE SEVEN

TRANSFER & RELEASE

A working prototype is

not a manufacturable

device. The last

documents prove it can

be made repeatedly.

STAGE VII  ·  MANUFACTURING TRANSFER & RELEASE

From a unit that works to a unit that can be

repeated.

Design transfer is the moment a project stops belonging to engineering and starts
belonging to operations. The documents that govern this transition are the ones that
decide whether the next thousand units will be the same as the one verified, validated

and signed.

�PMACQQ�T?JGB?RGML�±�
����������±�GQ�RFC�DMPK?J�KCAF?LGQK��
LQR?JJ?RGML��S?JGþA?RGML�AMLþPKQ�RF?R�COSGNKCLR�U?Q�GLQR?JJCB

AMPPCARJW���NCP?RGML?J��S?JGþA?RGML�AMLþPKQ�GR�PSLQ�UGRFGL�QNCAGþA?RGML���CPDMPK?LAC��S?JGþA?RGML�AMLþPKQ�GR�NPMBSACQ

AMLDMPKGLE�NPMBSAR�MTCP�RGKC��	?AF�QRCN�F?Q�?�NPMRMAMJ��?�PCAMPB��?LB�?�PCNMPR��?LB�C?AF�GQ�JGLICB�RM�RFC�BCTGAC�PCOSGPCKCLRQ

@CGLE�SNFCJB�

�PMSLB�NPMACQQ�T?JGB?RGML�QGRQ�RFC�PCQR�MD�RFC�K?LSD?ARSPGLE�þJC��?�BCTGAC�K?QRCP�PCAMPB�BCQAPG@GLE�UF?R�GQ�@SGJR�?LB�FMU�

QSNNJGCP�OS?JGþA?RGML�PCAMPBQ�BCQAPG@GLE�UFCPC�RFC�N?PRQ�AMKC�DPMK��GLAMKGLE�?LB�GL�NPMACQQ�GLQNCARGML�NPMACBSPCQ��RFC�BCTGAC

FGQRMPW�PCAMPB�BCQAPG@GLE�UF?R�U?Q�@SGJR�?LB�UFCL��?LB�RFC�þL?J�PCJC?QC�PCAMPBQ�±������AFCAIJGQR��BCQGEL�PCJC?QC��BCAJ?P?RGML�MD

AMLDMPKGRW�±�RF?R�AJMQC�RFC�BCQGEL�FGQRMPW�þJC�

47 �?LSD?ARSPGLE�ÿMUAF?PR�— the process, named ● REQUIRED

48 �PMACQQ�QNCAGþA?RGML�&�����— what the process must do ● REQUIRED

49 �?QRCP�T?JGB?RGML�NJ?L�— maintained from Stage 1 ● REQUIRED

50 �PMACQQ�T?JGB?RGML�NJ?LQ�&�PCNMPRQ�— IQ / OQ / PQ ● REQUIRED

51 
L�NPMACQQ�AMLRPMJ�QNCAGþA?RGMLQ ● REQUIRED

52 �CACGTGLE�&�þL?J�GLQNCARGML�NPMACBSPCQ ● REQUIRED

53 �NNPMTCB�QSNNJGCP�JGQR�&�OS?JGþA?RGML�PCAMPBQ ● REQUIRED

54 �CTGAC�K?QRCP�PCAMPB�— recipe for production ● REQUIRED

55 �CTGAC�FGQRMPW�PCAMPB�— evidence of each unit built ● REQUIRED

56 �CQGEL�RP?LQDCP�AFCAIJGQR�— closing the engineering handover ● REQUIRED

57 �����«�	QQCLRG?J��PGLAGNJCQ�AFCAIJGQR ● REQUIRED

58 �CQGEL�PCJC?QC�PCAMPB�— authority to manufacture ● REQUIRED

59 �CAJ?P?RGML�MD�AMLDMPKGRW�«�QS@KGQQGML�N?AI?EC ● REQUIRED

60 �MQR�K?PICR�QSPTCGJJ?LAC�NJ?L�— and PMCF, if EU ● REQUIRED



 HOW WE PARTNER AT THIS STAGE

�?LSD?ARSPGLE�GQ�N?PR�MD�UF?R�UC�BM��LMR�?�F?LB�M��RM�?�RFGPB�N?PRW�?R�RFC�KMQR�DP?EGJC�NMGLR�GL�RFC�NPMHCAR���C�RP?LQDCP�RFC�BCQGEL

GLRM�MSP�MUL�NPMBSARGML�A?N?@GJGRW�±�NPMACQQ�T?JGB?RGML��QSNNJGCP�OS?JGþA?RGML������?LB�����QCR�SN��þL?J�PCJC?QC�±�?LB�NPMBSAC

RFC�QS@KGQQGML�N?AI�GL�RFC�DMPK�RFC�LMRGþCB�@MBW�MP�
���?ARS?JJW�U?LRQ�RM�QCC�

TALK TO US ABOUT TRANSFER & MANUFACTURE →

WHERE TEAMS STUMBLE

�PMACQQ�T?JGB?RGML�GQ�QR?PRCB�?DRCP�RFC�BCQGEL�GQ�DPMXCL��@SR�BGQAMTCPQ�RF?R�RFC�NPMACQQ�A?LLMR�AMLQGQRCLRJW�FGR�?�RMJCP?LAC�RFC

BCQGEL�?QQSKCB���FC�þV�GQ�CGRFCP�?�RMJCP?LAC�AF?LEC�´UFGAF�PC�MNCLQ�TCPGþA?RGMLµ�MP�?�NPMACQQ�AF?LEC�´UFGAF�PC�MNCLQ

T?JGB?RGMLµ���MRF�?PC�QJMUCP�RF?L�GLTMJTGLE�K?LSD?ARSPGLE�C?PJGCP�

�SNNJGCP�OS?JGþA?RGML�GQ�GLDMPK?J���FC�AMLRP?AR�K?LSD?ARSPCP¥Q�?SBGR�U?Q�BMLC��RFCGP�APGRGA?J�QS@�QSNNJGCPQ�UCPC�LMR���GV

KMLRFQ�?DRCP�PCJC?QC��?L�SL?LLMSLACB�QS@�QSNNJGCP�AF?LEC�APC?RCQ�?�LML�AMLDMPK?LAC�RFC�RC?K�F?Q�LM�U?W�RM�GLTCQRGE?RC�
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SELF-ASSESSMENT

A TEN-QUESTION GAP

CHECK

�FCPC�A?L�WMS�?LQUCP

¦WCQ¦�±�AJC?PJW��GL�?

QCLRCLAC�±�UGRFMSR

AFCAIGLE�þPQR�

§ 10   A TEN-QUESTION GAP CHECK

Ten questions you should be able to answer

without looking.

If you find yourself hesitating on more than three of these, the documentation pathway
probably has gaps that will be cheaper to address now than later. Tick the ones you
are confident about.

The check

Each question is a yes/no. Tick if you can answer "yes" with evidence — not a verbal assurance from someone

on the team. Score appears below as you tick.

�?L�RFC�RC?K�NPMBSAC�?�ASPPCLR�GLRCLBCB�SQC�QR?RCKCLR�RF?R�K?RAFCQ�RFC�BCTGAC�@CGLE�@SGJR�±�?LB�GQ�GBCLRGA?J�?APMQQ

RFC�PCESJ?RMPW�þJC��AJGLGA?J�K?RCPG?JQ�?LB�GLTCQRMP�BCAI�

�MCQ�CTCPW�SQCP�LCCB�JGLI�RM�MLC�MP�KMPC�BCQGEL�GLNSRQ��?LB�CTCPW�BCQGEL�GLNSR�RM�?�NJ?LLCB�TCPGþA?RGML�?ARGTGRW�

�PC�BCQGEL�GLNSRQ�NFP?QCB�?Q�KC?QSP?@JC��RCQR?@JC�PCOSGPCKCLRQ�±�LMR�?QNGP?RGML?J�QR?RCKCLRQ�


Q�RFC�PGQI�þJC�SLBCP�JGTC�PCTGQGML��UGRF�F?X?PBQ�RP?AC?@JC�RM�RFC�BCQGEL�MSRNSRQ��TCPGþA?RGML�?ARGTGRGCQ�?LB�J?@CJJGLE�RF?R

AMLRPMJ�RFCK�

�PC�BP?UGLEQ�����Q�?LB�QMDRU?PC�@SGJBQ�SLBCP�BMASKCLR�?LB�AMLþESP?RGML�AMLRPMJ��UGRF�AMLRPMJJCB�PCTGQGMLQ�L?KCB

GL�RFC�TCPGþA?RGML�PCAMPBQ�

�?L�WMS�GBCLRGDW��RMB?W��RFC�CV?AR�AMLþESP?RGML�MD�RFC�SLGRQ�RF?R�UCLR�GLRM�@GMJMEGA?J�CT?JS?RGML��CJCARPGA?J�Q?DCRW�?LB

QFCJD�JGDC�RCQRGLE�

�?Q�?�DMPK?RGTC�SQ?@GJGRW�QRSBW�PSL�ML�RFC�SQCP�GLRCPD?AC��

��?LB�J?@CJJGLE�RF?R�UGJJ�?NNC?P�GL�QSKK?RGTC�RCQRGLE�

�PC�

���J?@CJQ��U?PLGLEQ�?LB�RP?GLGLE�K?RCPG?JQ�@CGLE�BCTCJMNCB�GLQGBC�RFC�BCQGEL�NPMACQQ�±�LMR�@MJRCB�ML�?R�RFC�CLB�


Q�RFC�K?LSD?ARSPGLE�N?PRLCP�PSLLGLE�ML�RFC�Q?KC�BP?UGLEQ��QNCAGþA?RGMLQ�?LB�NPMACQQ�BMASKCLRQ�RF?R�RFC�BCQGEL

RC?K�?NNPMTCB�

�MSJB�WMS��RMB?W��NPMBSAC�?�MLC�N?EC�RP?AC?@GJGRW�QSKK?PW�DPMK�?LW�SQCP�LCCB�RM�RFC�RCQR�PCNMPR�RF?R�TCPGþCQ�GR�

Confident answers: 0 / 10 Tick what you can answer with evidence. DISCUSS GAPS WITH US →
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HOW WE WORK

ENGAGEMENTS

We tend to be useful at

one of three moments —

at the start, at a stuck

point, or at the end.

§ 11   WHERE INTELLIDESIGN COMES IN

One team, from the first sketch to a

manufactured device.

IntelliDesign is a medical-grade electronics design and manufacture house. We take
products from concept, through development and regulatory approval, into repeatable

production — inside one team, on one design history file, certified to ISO 13485 and

AS9100D, without the discontinuities that ordinarily appear at every hand-off.

�MQR�NPMHCARQ�AMKC�RM�SQ�?R�MLC�MD�RFPCC�KMKCLRQ�±�?R�RFC�TCPW�QR?PR��UFCL�?�DMSLBGLE�RC?K�F?Q�?�AJGLGA?J�GLQGEFR�?LB�LCCBQ�?

N?PRLCP�UFM�A?L�BCJGTCP�?�PC?J�BCTGAC��KGB�ÿGEFR��UFCL�?L�CVGQRGLE�NPMHCAR�F?Q�QR?JJCB�?LB�RFC�BMASKCLR?RGML�N?RFU?W�F?Q

BPGDRCB�DPMK�RFC�BCQGEL��MP�AJMQC�RM�PCJC?QC��UFCL�RFC�RC?K�F?Q�@SGJR�QMKCRFGLE�RF?R�UMPIQ�?LB�LMU�LCCBQ�RM�NPMTC�GR��RP?LQDCP�GR�

?LB�K?IC�GR�PCNC?RCBJW��
L�?JJ�RFPCC�A?QCQ�RFC�UMPI�PSLQ�ML�RFC�Q?KC�RFPCC�NGJJ?PQ��design��engineer��manufacture�

What we do, end-to-end

01

Concept & feasibility

�PC�QRSBW��GLRCLBCB�SQC��RCAFLMJMEW�QCJCARGML��PCESJ?RMPW�N?RFU?W���FC�þPQR�LGLCRW�B?WQ��UFCPC�RFC�BCAGQGMLQ�RF?R�QF?NC�CTCPW�J?RCP

BMASKCLR�?PC�OSGCRJW�K?BC�

02

Industrial design & human factors


MPK��CPEMLMKGAQ��SQC�CLTGPMLKCLR��R?QI�?L?JWQGQ��DMPK?RGTC�QRSBGCQ���FC�BCQGEL�UMPI�RF?R�JCRQ�CLEGLCCPGLE�DMJJMU�?�AJC?P��T?JGB?RCB

QNCAGþA?RGML�

03

Mechanical engineering

�����BP?UGLEQ��RMJCP?LAC�?L?JWQGQ��K?RCPG?JQ�QCJCARGML���
����NPMRMRWNGLE���SRNSRQ�SLBCP�BMASKCLR�AMLRPMJ�DPMK�RFC�þPQR�PCTGQGML�

04

Electronics & embedded software

�AFCK?RGAQ������J?WMSR��þPKU?PC��?NNJGA?RGML�QMDRU?PC��AMLLCARGTGRW���CTCJMNCB�SLBCP�
	��ÏËÌÉÍ�DPMK�RFC�þPQR�AMKKGR��LMR

PCRPMþRRCB�J?RCP�

05

Regulatory & quality


���ÊÌÍÑÎ������PGQI�K?L?ECKCLR�´
���ÊÍÒÐÊµ��SQ?@GJGRW�CLEGLCCPGLE�´
	��ÏËÌÏÏµ��RCAFLGA?J�þJCQ��QS@KGQQGML�QSNNMPR�DMP�RFC�����


���?LB�LMRGþCB�@MBGCQ�

06

Verification & validation

�PMRMAMJ�?SRFMPGLE��GL�FMSQC�?LB�RFGPB�N?PRW�J?@�K?L?ECKCLR��QSKK?RGTC�SQ?@GJGRW���&��QSKK?PW�PCNMPRQ�RF?R�FMJB�SN�SLBCP�?SBGR�

07

Manufacture & design transfer

�P?LQDCP�GLRM�MSP�MUL�NPMBSARGML�A?N?@GJGRW�±�NPMACQQ�T?JGB?RGML��QSNNJGCP�OS?JGþA?RGML������������PCJC?QC���A?JCB��PCNC?R?@JC�@SGJB

DPMK�RFC�Q?KC�RC?K�RF?R�BCQGELCB�RFC�BCTGAC�

08

Sustaining engineering & post-market

�F?LEC�AMLRPMJ��AMKNJ?GLR�F?LBJGLE��NMQR�K?PICR�QSPTCGJJ?LAC��BCQGEL�SNB?RCQ�?LB�LCVR�ECLCP?RGML�UMPI���FC�HM@�RF?R�@CEGLQ�UFCL�RFC

þPQR�BCTGAC�QFGNQ�

How a first conversation tends to go

�FGPRW�KGLSRCQ��MLC�A?JJ��LM�NPCQCLR?RGML���PGLE�RFC�BCTGAC��RFC�QR?EC�WMS�?PC�GL��?LB�MLC�MP�RUM�RFGLEQ�ICCNGLE�WMS�?U?IC���C

UGJJ�RCJJ�WMS�UF?R�UC�RFGLI�RFC�LCVR�RFPCC�KMLRFQ�QFMSJB�JMMI�JGIC��?LB�UFCRFCP�@PGLEGLE�SQ�GL�K?ICQ�QCLQC�DPMK�UFCPC�WMS�?PC�


D�GR�BMCQ��UC�QAMNC�?�QFMPR�BG?ELMQRGA�GL�UPGRGLE��
D�GR�BMCQ�LMR��UC�UGJJ�Q?W�QM�±�?LB�SQS?JJW�NMGLR�WMS�RM�QMKCMLC�UFM�GQ�RFC

@CRRCP�þR�



We have never met a project that could not be moved forward by the next correctly-built

component, or the next correctly-written document. The trick is knowing which one.

If any part of this guide felt familiar, the conversation is probably

worth having.
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