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Taipuva Consulting was founded in 2011

Mission:

Help Finnish companies 
improve the efficiency 

of R&D



We have been successful in helping 
our customers!



AHMED Context: Not just software

...but regulations – It’s a different ball game!

> 70 % of medical software 

project is documentation

DOCUMENTATION 

TRACEABILITY

20–25 %
(manually done)



To get to the top... use the most efficient ways of working and 

the best fitting tools available
• Guarantee patient safety and cybersecurity (and compliance)

• Produce value for customers/investors/taxpayers

• Make experts’ work more enjoyable to keep motivation high!



Verification 
& Validation

Risk
Management

Requirements 
& Design Inputs

Document Management with LiveDocTM | Quality Workflows | E-Sign

Architecture
& Design

Project Mgt &
Agile DevOps
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DESIGN CONTROLS AS A SERVICE
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1) Built on a digital platform 
that has been designed for 
regulated industries: 
SIEMENS Polarion® ALMTM 

2) Implements best practises,
simply and effectively

3) Online from cloud,
serviced by Taipuva

4) Taipuva & partners’ expertise 
service available



Benefits

1) Operational efficiency

2) Time and effort to get
it into use



DevOps Cycle

Develop-
ment

Inte-
gration

Testing
Deploy-

ment

Opera-
tions

In the same culture,

with the same tool chain:

INTRODUCE NEW REQUIREMENTS

• Documentation

• Process Control

1) Operational Efficiency
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Snapshot

Traceability – If it is not 100 % consistent:
➢Need manual checking
➢Need manual updating
➢Need manual snapshots

Risk Management

Project Management

Requirements &
Design Inputs Verification &

Validation
MANUAL

TRACEABILITY

Tickets &
Work Management

CHANGES
File-Based

Document
Storage

Review
Approve

Sign

Freeze



• Tool chain & cycle includes documentation
(with needed review, approve, e-sign)

• History archives everything consistently

• Process control built in

True RegOps Cycle Develop-
ment

Inte-
gration

Testing

Deploy-
ment

Opera-
tions

Documen-
tation

Traceability
Savings
> 20 %



2) Time & effort to build a similar setup 

Know what to do 
and how?

Choose your IT 
environment and 

tools

Choose your 
expertise partners

Design your 
processes and ways 

of workingImplement your 
processes on IT 

tools Test & tweak

P
R

O
C

ESS D
EV

ELO
P

M
EN

T
V

A
LID

ATIO
N

Know what to do 
and how? Design your

validation process
Plan and specify

validation Execute & report

1-2 years, costing > 100 000 €

Documentation



Thank You!
Questions?

Feel free to contact & connect on LinkedIn

pasi.ahola@taipuva.com +358 50 522 8010

mailto:pasi.ahola@taipuva.com

