LA CALIDAD Y LA EFICIENCIA EN EL CICLO DE VIDA DE
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9:15 Introduccion

Antonio Rodriguez - Rational Systems Sales Manager - IBM

9:30 Estrategia de IBM Rational para el desarrollo de sistemas tras la
adquisicion de Telelogic

Antonio Rodriguez - Rational Systems Sales Manager - IBM

Chuck Ratigan - Engineering Solutions - IBM

10:15 Una aproximacion al analisis de los requisitos de sistemas embebidos
Oskar Berreteaga - Desarrollador de Software para Sistemas Embebidos - Ikerlan-
IK4

11:30 Turning Product Development into Competitive Advantage

Mark Wasserman - Software Client Leader — Aerospace & Defense - IBM

12:15 La calidad y eficiencia en el ciclo de vida de software para dispositivos
médicos

Jordi Manzano - Subdirector 1+D - Diagnostic Grifols

13:00 Plataforma de Desarrollo y Validacién de Sistemas

Francisco Lopez - Rational Technical Sales Specialist - IBM

15:00 Diseno y modelado de Sistemas

Francisco Lopez - Rational Technical Sales Specialist - IBM

15:45 Gestion multi-disciplinar del ciclo de vida de productos mecatrénicos
Carlos de Castro - Business Development PLM Solutions - IBM
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Actividad de Diagnostic Grifols, S.A.

Diseno, fabricacién y comercializacidn de intrumentos y reactivos
para diagnaostico in-vitro
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Mercado Mundial Diagnaostico “in vitro” 2008

Inmunohematologia

@ Quimica Clinica: 21%

B Inmunoquimica: 19%

O Hematologia: 4%

@ Microbiologia: 6%

@ Coagulacién: 4%

W Histologia/Citologia: 5%
B DNA: 9%

O Diabetes: 19%

B Point of Care: 8%

O Inmunohematologia: 3%
® Otros: 2%

Coagulacién Mercado Total: 34.000 M. USD
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Oportunidades - Hospitales en el Mundo
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Amenazas — No comments

But in the US, & somewhat different mood prevails, Local
companies with overseas businesses will be hit by the strengthening
US dollar. Companies serving (he local market are also being hit
by lower spending by US hospitals on medtech equlpm@.mr
Oppenheimer analyst this week predicted that hospitals wil cut
spending by up to 25% in 2009, and said the severity and length
of the decline may be worse than has hitherto been assumed.
Capital equipment makers market capitalisations are dropping, and
companies like surgical equipment maker Conmed are publicly saying
that the weaker US economy will affect their results deep into 2009,

Indeed, with incomes falling, and lending squeezed, US citizens
will have less to disposable income to pay for healtheare, and they
will tend to defer seeking treatment. It is also predicted that, with job
losses due to rise, fewer US citizens will have access to the health
insurance that s provided through their employment.
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Marco Regulatorio

*USA: 21 CFR 820, 21 CFR 11, FDA Guidances
*EU, Japdn, Canada, etc.: ISO 13485:2003 + requisitos locales
*Normativas harmonizadas:
*EN 61010-1:2001,EN 61010-2-101:2002 (Safety)
*EN 61326-1:2006, EN 61326-2-6:2006, Directive 1999/5/EC (EMC)
Directives 2002/96/EC, 2002/95/EC and 2005/32/EC (WEEE, RoHS)
Directive 98/79/EC (IVD)
*Directiva 95/46/CE (Proteccion de Datos)
*EN 980:2003, EN 591:2001 ISO/TR 18112:2006 (Labeling)
*ASTM D4169-01 (Shipping Containers and Systems)
*NCCLS LIS1-A, NCCLS LIS2-A2 (LIS)
UL 61010-1:2004 (UL)
*FCC 47CFR15:2003 (EMC)
*Ley Organica 15/1999 (LOPD)
*ISO 15198:2004 (QC Validation)
*|[EC 62304:2006 Medical device software - Software life cycle
processes
*AAMI TIR32:2004 - Medical device software risk management

GRIFOLS




Sistema de Vigilancia

*USA: FDA MedWatch (Adverse Event Reporting Program)
*UK: MHRA (Medicines and Healthcare products Regulatory
Agency) Safety Alerts

*Francia: Incidentes AFSSAPS (Agence francaise de sécurité
sanitaire des produits de santé)
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Conclusion

*Productos donde la
seguridad y eficacia debe
quedar demostrada en
proporcion al riesgo
*Mercados con diferentes
requisitos regulatorios
Estrictos sistemas de
vigilancia

«Auditorias periddicas de
producto y sistema de
calidad

*Presion de las autoridades
hacia la reduccion del gasto
sanitario

*Oportunidades en
mercados emergentes

—

-Calidad y eficiencia en el
R&D:
Plataforma tecnoldgica
*Suite integrada de
soporte al ALM

-- - - “‘
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Plataforma

*Conjunto de subsistemas e interfaces que forman una
arquitectura comun de la cual desarrollar una familia de productos
derivados

«Cada producto tiene una arquitectura. El objetivo es hacer una
arquitectura comun a todos los productos

L as plataformas no son estaticas. Deben evolucionar a medida
que se integran nuevos conocimientos y tecnologias

*Algunos subsistemas son mas criticos y por lo tanto deben
mantenerse mas estaticos mientras que otros son mas periféricos
y pueden evolucionar mas dinamicamente
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Requisitos de la Suite de Soporte al ALM (|

Requisitcs ALM Grifols

Raquisitos de

Requisitos de

Espacificaciones de

Espacificacionas

Tasts de Sistema

- furguitsclura, W
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- Diagr. e dases
= Estrucluras de
delos

= Algorimoes

\ - Cidligo Tuene
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- Informees de code
vl walkiErough

Sistama Software Dicefin de Software | Modulares S0 Codigo Tests Unitarios | Tests de Integracion (S Test de Sistema
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Funciznales b e——— | dramices
- Requsiloa ne E - Documenlos da
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Requisitos de la Suite de Soporte al ALM (Il

Matriz de Trazabilidad

FR FRS Dss MSS Code uTt IT ST (8W) 5T
FR1.12 TesiCase TC_FR1.2
FRS 1.8 TC FRS18
[EEEN
FRS 310
D55 34
D55 342
MSS 1.1 class DataStorage Class
Test DataStorage
MSS 3.1 class DataStorage Class
Test DataStorage
D55231.7 Class Test |2
MES 3.1 class DataStorage Class
Test DataStorage
FRS 111
EEER
D55 3.1.2
MES 1.1 class DataStorage Class
Tes!t DataStorage
MES 3.1 class DataStorage Class
Test DataStorage
DSS 3.1.7 Clags Test |2
MSS 34 class DataStorage Clazs
Test DataStorage
FR217
FRS 8.15
0SS 3.4
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Requisitos de la Suite de Soporte al ALM (ll1)

Requerimientos para los requisitos y especificaciones:

(1) Numeracién unica, a ser posible reseteable por proyecto.

(2) Campos de titulo, version, descripcion (texto, tablas, imagenes y diagramas UML).

(3) Baselines de items (bloqueados, a ser posible con firma CFR 11). Comparacion & merge de baselines.

(4) Volcado fiable y flexible a documentos Word (imagenes en su sitio, bien visibles, anidamientos, etc.).
Requerimientos para el repositorio de cédigo:

(5) Check out & check in locked y atdmico, control de versiones, etiquetas de builds, branch & merge, herramientas de comparacion
de archivos.

(6) Integracion con herramientas de integracion continua.

(7) Conforme a requisitos CFR 11 de conservacion de registros electronicos.

Requerimientos de trazabilidad:

(8) Trazabilidad entre requisitos y especificaciones.

(9) Trazabilidad a codigo.

(10) Trazabilidad entre cédigo, especificaciones modulares y tests unitarios.

(11) Trazabilidad entre tests de sistema y requisitos.

(12) La trazabilidad debe poder valorarse en cualquier instante.

(13) Flexibilidad en el nivel de anidamiento de las matrices de trazabilidad.

Requerimientos de tests:

(14) Reporte de tests redactados, ejecutados, pasados, no pasados, en sospecha, etc. por version de build. Métricas (% redactados,
ejecutados, pasados, no pasados, etc.).

(15) Integracion con herramientas de test automatico para importar estos datos.

(16) Asistencia a la redaccion y ejecucion de pruebas manuales.

Requerimientos de gestion de cambios e incidencias:

(17) CRs, tareas con campos personalizables y workflow definido.

(18) Clasificacion de los CRs, tareas por clase. Vinculacion con otros items (archivos del repositorio, requisitos, etc.).
(19) Métricas (n° de CRs / tareas por tipo abiertas y/o cerradas por periodo, promedio de t° en cerrar CRs / tareas, etc.).

L .
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Solucion Integrada DOORS - Analyst — Change - Synergy

|| Faquisitos:
Funcionales : F'ru_el:-f
Mo funcionales uncicnales
I uml

DOORS /T2

Fi=

d ol

llllll

Crdenes da
mpkmentacion

DOORS/ Analyst

%)

—

Change

@l

SYMERGY
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0 — Project
Proposal

Anidlisis de Riesgos

Mitigates (1) 1. System verifies

sati. ﬁesAL

1. System
Tests

Hazards
(Risk)

verifies

Mitigates(2) ,,

N

Causes
(Probability)

2. Design
pecification
(HW)

(1) The compliance of the

requirement avoids the hazard \ satisfies

(2) The specification (target of 5. Module 6. SW oo

the relation) mitigates the Design Module verifies 4. Unit
cause Specification satisfies |  Design Tests

Specification
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' DOORS Database: /DG-XXX - DOORS
File Edit “iew Fawvorites Tools Help

EEERE.4

| B & |

2 |

J Favnritesl j J Location |ADG -0 j
= l__] DO0ORS Databaze M ame Type Deszcription

#-{3 CURS DOORS 1 5. Detailed Design Specifications - ... Faolder F. Detaled Design Specifications - O...

"13 DG-41 1 B Detailed Software Design Specifi...  Folder E. Detailled Software Dezign Specifica...

#-{3 DGE-510 [ 7. Design Verification - DV Folder 7. Diesign Verification - DY

"ﬁ DG-51: L3 9 Trace Matri= Folder 4. Trace Matnz

"ﬁ Di-53 [ 9.1 Software Trace batrix Folder 3.1 Saftware Trace Matrix

"ﬁ D -Lamman @ 0. Project proposal Forrnal 0. Project proposal

g g ﬁ 1. Product Requirements Specificat... Formal 1. Product Regquirements Specificatio. .

--ﬂ Proves ﬁ 2. Design Specifications - DS Formal 2. Dezign Specifications - DS
@ 3. Software Requirements Specific...  Formal 3. Software Reguirements Specificati...
@ 4. Software Dezign Specification - ... Formal 4. Software Dezign Specification - 505
@ 8. Rizk Analyzis - B, Farrnal 8. Rizk Analyzis - B,
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‘ DOORS Database: /DG-510 - DOORS
File Edit “iew Fawvorites Toals Help

| o i o | | S 7 |

J Favarites I J Location IHDG-51 1] j

=l l__] DOORS Databaze M ame | Type | D ezcription |
-3 CURS DOORS . Detailed Design Specifications - [5x4 Folder E. Detailed Design Specifications - 0.
"ﬁ DG-421 . Detailed Saoftware Deszign Specifications - SOS... Faolder . Detailed Saoftware Design Specifica...
513" DG-510 . Dezign Verfication - D Folder . Deszign Yerifization - 0

- 13 5 Detaled Design Spec | Trace Matriz older | Trace Matrix

L

L

Iups

L

----- {1 & Detailed Software De

E
7
3
i o =2 0. Project proposal 0. Project propozal
]:I 7. Design "w.-"er!flcatu:nn ’ ﬁ 1. Product Requirerents Specification - PRS 1. Product Requirementz Specificatio. .
-1 3. Trace Matrix 22| 2. Design Specifications - DS Formnal 2. Design Specifications - DS
= gn op an 2p
g ggg;z Q 2. Software Reguirements 5 pecification - SRS Formal 2. Software Requirements Specificati...
--ﬁ DG-Comman =z| 4. Software Design Specification - 505 Farmal 4. Software Design Specification - 505
--ﬁ DGS0de ==| 8. Rizk Analpziz - R Forrnal 2. Rizk Analysis - BA
w03 Link modules Mame | Typs | Description |
#-1 Proves ==| Detailed Design Specifications - DS.FLU Forrnal Detailed D ezign Specifications - DS.F...
==| Detailed Dezign Specifications - DS5.FIM Farmal Detailed D ezign Specifications - D5.P...
ﬁ Detailed Degign Specifications - 0S.PRE Forrnal Detailed Desgign Specifications - DS.P...
ﬁ Detailed Dezsign Specifications - DS Pwa, Farmal Detailed D ezign Specifications - D5.P...
ﬁ Detailed Design Specification: - DS ROA Formal Detailed D ezign Specifications - DS.R..
I ame | Ty |j Detalled Design Specifications - DS AT Formal Detailed Design Specificationsz - DS.R...
ﬁ Caopy of Detailed Software Design Specifications - SDS.PIM- Fa |j Detailed Design Specifications - D5+ Formal Detailed Design Specifications - D5,
ﬁ Detailed Software Design Specifications - SD5.PIM Fo |j PCA Detailed Design Specifications - DS .pBKPS10 Formal PCA& Detailed Design Specifications - ..
ﬁ Detailed Software Design Specifications - S0S.PRE Fal 25| PC& Detailed Design Specifications - D5 pPIM Forrnal FPCA Detailed Design Specifications - ..
ﬁ Detailed Software Design Specifications - 505350 Fal [25] PC& Detailed Design Specifications - 05 pPRE Formal PCA Detailed Design Specifications - ...
ﬁ Mew Module Fa |j FCA Detailed Dezign Specifications - D5 pFwWb, Formal PCA Detailed Dezign Specifications - ...
ﬁ PCA Detailed Dezsign Specifications - DS pwaD Farmnal PCA Detailed Design Specifications - ..
ﬁ PCA Detailed Dezign Specifications - D5 e Formal PCA Detailed Dezsign Specifications - ...
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=] | [allevels +]

. Product Requirements 5pecificati
El 1 General Information

El 2 Design Inputs

El 3 Docurnent change hiztory

i 4 Functional R equirements

TypelD Text
-Chrlr:ml:ugeni:: substrate solution Caround neutral pH)
* Stop solution ( pH range from 2 to 123
Fi 4.1.4.2.1 Reagent containers
Bottles
PRS-1093; The characteristics of the different ELISA kit reagent bottles that shall be used in the analyzer are the following:

Diluent and pretreatment sample solution bottles

ranufacturer |¥Yolume Closure |Material [Reference Length |Diameter | Inner opening
Schott 20 ml 26 mly  |Crimp Glass WMCOZ20-20C S6 28,25 12,75

Schott 30 ml (37 ml) |Crimp Glass YCDINZEOR. 75 30 12,6

Schott S0 ml (65 ml |Crimp Glass MOTOSO0-20C |63 42,3 12,6

Schott 20 ml 26 mly | Crimp alass WO10-20C 58 32 12,6

Schott 30 ml 38 mly |Crimp Glass Y010-30C 62,8 36 12,6

Schott S0 ml (60 mly [Crimp Glass Y010-50C 73 42,5 12,6

Malgene 30 ml (34 ml |[Thread |HPCE 2002-0001 61 34 14

Malgene 60 ml {65 ml |Thread |[HPDE 2002-0002 85 37 14

Conjugate, substrate and stop solution bottles

Manufacturer |Yolume Closure |Material |[Reference | Length | Diameter | Inner opening
Malgene 15 ml (18 ml} Thread |HPCE 2002-9050 (58 25 14

Malgene 30 ml (34 ml) Thread |HPDE 2002-0001  [B1 34 14

Polyvials 10 ml Thread |HPDE 3071420 48 25

Folyvials 20 mi Thread |HPCE 2071400 &0 27

Folyvials 30 ml Thread |HPCE 3071430 60 32

Schott 10 ml (13,5 mly |Crimp Glass YCDINLOR, 45 24

Schott 10 ml {15 ml} Crimp Glass YO10-10C 53,5 25,4

Schott 20 ml (26 ml} Crimp Glass YCO0Z20-20C  [56 20,25




DOORS

- 2.1 Overall description
- 2.2 External Interfaces Requ
=~ 2.3 Functional requirements
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« The programming sk
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selected.

« Dispense time, This elernent shall only be enabled if the continuous type of wash is
selected.

. Su:nakmg tirne.

e .
2467

{1 wa=hing by abip L1 Mot lnaving tha wells ampty inthe lext qrde

; Aeplration Hese I Wacch typm I ELELT R

Wasking Bltien1 | »| OoO

i Conbruous &l
Oigpares salume | microliras DEpense Hme % | Conece

. P

SR5-130  2.2.1.1.1.3 Quality control programming

SRS-  The QC protocols managing options that shal be available are the folowing:

2341
+ Create a new QC protocal

« Edit: an existing QC protocol




DOORS

=l 3. Software Requirements Specifica | 3. Software Requirerments Specification - SRS
- 1 General Information

=1 2 Functional Requirements SR3-91 2.3.1.1 Use Cases model
+ 21 Overall description SRS-  Programming Use Cases diagram
- 2.2 External Interfaces Req 2460
- 2.3 Functional requirements
=+ 2.3.1 Programming
The programming sk
=8 2 311 UseCasesr
- Programming s
- 23111 Uzec
23111700
E-2.31.11.21
. e Thewa
- Micropls
I Micropl:
2311131
F2.31.1.1.4¢
H- 231115
- 2.3.2 Batch managemer
- 2.3.3 DataWarehouze
- 2.3.4 Reparting
- 2.3.8 Maintenance
- 2.3.6 Technical zervice
-+| 237 Ingtument operati
r+| 2.4 Mon functional requiren

[== Q=]
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DOORS
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FR E Dezcription 05 Dezcription k45 D ezcription R, Werification
PRS- Aufomation M. &
1075 The analyzer shall
automate:
Different steps of an
ELISA (Enzyme
Linked
Inmunosorbent
Agsay) assay in 96
microwell plate
support according o
the manufacturer's
ELISA kit IFLI
Sarmple valume
transferring process
to create a
Serctheque in 95
well plate support
D5-75 Levels ML A
The analyzer shall be
vertically divided in
top level and bottom
level,
DS-93 Implernentation ML A
Disposable entry shall
be implemented
through one guided
drawer with
electromechanical lack
and lack status
detector.
DS.pBKP-  PCA DG-510 M.
24 ParkPannel shall
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To Assigned
Subrait B tester
sit_submitter To Implemented
conciuder
To Assigned To Implemented T To Verified To Concluded
as5i0ne! developer tester concluder
Submitted == & Assigned |—————# Implemented —DJ Verified p————#{ Concluded
I
To Deferred To Deferrard
assigher assigher
Deferred
To Cancelled To Cancelled
i Fssigher
wﬁh Cancelled *Q'—
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osoft Internet Explorer

Change Request Information Save | Printer Frienc

Synopsis: Ishnw "Hallo World"

Description: El programa deberd mostrar por pantalla la frase siguiente:

"Hellao TWorld"

Submitter Information

Project: IPrDject.& vl Project Module: IMadulem vl

Responsible: IEIeIen Yilaplana (bvilapla) ;I @ Resolver: IAhraham lglesias (siglesias) ;I @

Release: IDG-HALIcommDn vl
Priority: IHigh 'I Approval : I 'IShnw

Related Test: |

Cancel Rationale:

Related DOORS Requirements: DOORS ID DOORS Heading DOORS Object Text
Provecto 148, El programa debera mostrar por pantalla la frase siguients:
Detailed Software "Hello wwiorld"

Design

Specifications -

SDS WHHDetailed

Software Design

Specifications -

SDE WHIEDE HEN

1

Associated Task(s): MNew | Add
Task I Status Synopsis

Mo azsociated tasks.

Links: Create associsted CRAI | Create azsocigted DCC | Creste azsociated DIR | Creste associated SIR | Add
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Synergy

Ei Create Task - grifols01 - Telelogic Synergy

SYNopsis: Inttialize +24 interface method

Bl Thiz methu:ud. xn.-iill initialize all parameters to start sending date
thraugh serial interface

Releaze: D551 0-TECHMIC ALSERYICE ey

Priarity: [rone)

Subsystem: (rione)

Platfarm: (rione)

Resolvet: aiglesias

Change Reqguest: |3 Implement serisl communication initialization

I Ok H Cancel I
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Synergy

Ei Properties for Task 127: Initialize v24 interface method - grifols01 - Telelogic Synergy

=| Task 127 * | |#| 2

Properies | Description | Objects | Fix Tasks | Change Reguests

Change Request ID | SYNOpEis
HE 3 Implement serial communication intislization
Task I ud | Pricrity | SYNORsis |
E= 127 Intialize w24 interface method
L Marre 2l | Type | Version | State |
-@l SetialConfiguratar java java 1 searking
E technicalServiceContraller dlir 2 searking
B =l 128 Implement error handing in serial configurstion
L Marme: i | Type | “ersion | State |

| oK

H Cancel J
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Synergy

Task Edit Find Miew Actions Tools: Window  Help
| |# ¥ current Task: (= 128 Implement arror handling in serial configuration = Select Current Task. .
L ox @B Bac w
= - - — - -
= g Build Management Project Groupings |0 dg-techni, . pvicedto = 4 B
a All Diz-510M .0 Componerts Integration Projects |7 B dydechnical icetei v TR P i Hi S
“ -
il A1l D651 0-TECHMICAL SERVICERdev Integration Testing Projects [l R R A ) [Members JHEHORERIES S HHEBle i iNO s
LS &)l DG51 DDriver/component Integration Testing Projects = ||| Name | V. Type
5 ¢ Project Groupings | B dg-technicalzervice ci project
% fy D31 0-TECHMICALSERYICEidey Collaborative Development Projects = § do-techricalservice 2 dir
& do-technicalservicedci do-technicalservice _dist ci  project
' B dy-technicalservice_distéci ¥ do-technicalservice dist 1 dir
] E Qa. Emselines Created in Last 30 Days =] 2 dir
2 L ‘Release: DES10-TECHNIC AL SERYICE/dey i) 1 it
o | .
HE R e
2 |= - - 2 dir
2 || [ 1 dir
a5 Implement serial communication intialization = 2 1 dir
%) 127 Intialize v24 interface method Y dgs10 1 dir
= SetislConfigurator javai : - inatrumertDriver) 1 dir
% ’g:i technicalService Cortrollerd2 in=trumertOr h 1 dir
% 128 Implemenrt error handling in zerial configuration tec IS erviceCon 1 dir
) 4: Class structure for Technical service 2 dir
Implemented SIR (A1 developers) | ; : \DRCortroller java 1 java
g L1 Creste nroiect and imnort existing code g stanceSenzorCartrol 1 java
G i RS @ . I java
— 1 java
) My Sssigned Tasks | 1 java
E 127 Initislize v24 interface method [ ReaderFirmwareLndating java | java
\;@ SerialConfigurator java! : - SeriaiConfigurator java 1 java
4] technicalServiceController #2 L - 1 dir
128 Implement error handling in serial configuration G- 1 dir
2, Taszks | Completed LastWesk TS it i 1 dir
Mo uery resu fesources (T
9 Taszks | Completed This Week 1 dir
Mo query re L1t 2 dir
@) Tasks | Completed this Month B style 1 ascil
=| 1: Create new project DG-HAL in DG-HALicommon Release : E 1 ascil
8 Impor code from Starteam to Synergy B n 2 meci
11: Create nevy project DG-TOOLS in DG-TOOLS/common Release ; E B CHECka S 1 sl (|
12 Import code from do-tools project from Starteam to Synergy 2 DG510Drver dil 1 shared lib..
1; ::i>; Task for 12 Import;o;e from dg-tools project from Starteam ta S\,fne_v__ , q DS 00 Hver2 d 1 shared b, [y
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Synergy

Ei Properties for dg-technicatlservice v0.03 alfa 20090506 - grifols01 - Telelogic Synergy

4 dg-technicalservice v0.03 alfa 20090508 + &

Properties | Description | Projects | Tasks | Change Reguests

Change Req...| Synopsis | Included
B [=] 1 Creste project and import existing code Fuilly
l_ Task ID £ | Priority | Synapsis
B [= 107 Create Maven project for technical service
L Mame L8 | Type | “Wersion | State |
D Classpath azcil 1 integrate
D project ascii 1 integrate
zettings dir 1 integrate
clazses dir 1 integrate
do-technicalzervice dir 3 integrate
avwa it 1 interrste
HE 2 Add maven pluging Fually
l_ Task ID i | Priority | Synopsis
Ell=] 123 Add maven plugins
Mame i | Type | “erzion | State |
D .checkstyle ascii 1 integrate
D project azCii 2 integrate
zettings dir 2 integrate
D ADPComposite Html hitenl 1 integrate
D ADPCamposite Html hittnl 1 integrate
[EY & LECanfinuration btml bl 1 irtenrate

I [8],3 H Cancel J




Historia de un Cambio

*Equipo de evaluacion de herramientas (3) con usuarios clave.
*Caso de prueba con solucion implementada en la misma.
*Sesiones especificas con especialistas en cada una.

«Calendario del proyecto de evaluacidén con objetivos e hitos.
«Cambio de toda la suite para aprovechar la integracion entre
herramientas.

sImplantacion progresiva y asistida (workshops, cursos, propuestas
de solucién, ayuda a la implantacion).

*Migracion DOORS auténoma y “smooth”.

*Change y Synergy para nuevos proyectos o nuevas versiones.

-- - - “‘
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Beneficios Clave

*Buena acogida por parte de los usuarios.

*Repositorio unificado en dos BB.DD. (DOORS y Synergy).

*VVistas DOORS customizables y dinamicas. Trazabilidades parciales,
totales, etc.

*UML integrado y almacenado en el mismo repositorio. WYSIWYG.
*Dxl| para uso avanzado (analisis de riesgos).

*Firma CFR 11 de baselines.

*Trazabilidad DOORS -> Change -> Synergy.

*Testing integrado.

*Soporte a mddulos de libreria.

*Change como aplicacién Web, con ciclo y campos customizados y
firma electronica.

*Synergy con orientacion a tareas para asegurar trazabilidad a
codigo.

Licenciamiento cominado tokens — flotantes.

*Facil instalacion, mantenimiento y backup de BB.DD.

. W & “‘
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Proximos Pasos

* Integracion continua:
— Predictibilidad en los builds
— Mitigacion de riesgos
» Dashboards estado desarrollo, calidad y testing:
— Mayor visibilidad del desarrollo de software
— Ayuda a la toma de decisiones

— Mejora de la calidad del codigo, sin las costosas
“peer reviews” -> componentes reutilizables

— Orientacion a funcionalidades implementadas
— Mejora de la productividad

-- -l - “‘
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