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Preparing existing processes into a model

Most companies in the regulated sector have defined processes. PEDCO - Managed Process Services
can transform existing processes into a model. With the transfer into a model the existing information
can be presented in different views, such as role-based, milestone based or process-based. If there

is potential for improvement or gaps (e.g. with regard to agility, control or possibilities of tailoring,
completeness, and traceability), our team revises the processes. If required, we also take over the core
members of an existing process team in the sense of an outsourcement.

The prepared processes can then be transferred to the Process Execution Service and operated or
offered as HTML stand-alone version.

Services

«  Transfer of existing process descriptions into a process model.

»  Checking of existing processes for formal correctness including a report.

«  Adaptation, improvement according to the instructions and specifications of the customer.

. If desired, the process can be mapped to a reference model and thus regulatory requirements can
be met reliably and verifiably.

. Installation of tailoring and variants of a process based on jointly developed criteria.

. Project planning, monitoring and quality management of work packages.

Your Benefits

. Minimal loss of know-how: Known and established processes are retained, as far as possible and
reasonable, and are prepared and offered to the recipient using the most modern means.

«  Short training period: Since the processes are already largely familiar, not all employees need to be
retrained. Nevertheless, they can benefit from the modern and diverse tailoring possibilities right
from the start.

. Existing processes are formally checked on the basis of the model creation and correctness can be
proven.

. Processes are no longer available as static descriptions but as dynamic views. This allows the pro-
cess to be represented specifically for the recipient (e.g. based on roles, phases, work product or
on the information needs of the employee).

. Regulatory requirements can be reliably and verifiably documented via mapping to the required
reference model. Tailoring makes it possible to create process variants easily and without inter-
vention in the system and still meet regulatory requirements. This results in great freedom in the
correct application of the processes.

Cost

«  Varies depending on the project
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Examples

Intuitive, navigable and appealing intro-
ductory graphics

We take possibly existing process posters
and translate them into a model.

Navigable overview graphics help you to
quickly find your way around the process.

Intuitive presentation of the phases
together with relevant work products and
their activities

Roles

The model regulates the relations
between role and activity

Activity descriptions shorten the familiari-

sation period of new employees

RASIC describes responsibilities and the
degree of participation in the roles
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Executed Processes

Configuration Management.

Design Reviews

Support Clinical Trials and Validation
Traceabilty Managemant

Safety Management

Design, Produce and Test Prototypes
Design Verfication

Involve Purchasing, Production and Service

Relevant Work Products
Cooperation Setup

Design Change List

Systam Architecture
Systam Design Spaciication
Technical Fie
Tested Functional Model (Object)
Tested Pre-Prototype (Object)
Tested Prototype (Object)

*  Strukturierte Darstellung und Beschreibung von

b 7 Phasen und deren Zielsetzungen,
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Analysis effort can include: ©Scaled e o
« Workshops to understand and describe business benefts of the epic.
« Workshops with system architects and Agle Team Leads to understand implementation variations and impacs,
« Develop concrete examples to avoid misunderstandings (Specfication by Example).

Roles
Responsible Support Accor
« Epic Ovner « Solution Manager &* [PEDCO > Applied SAFe 4. Staging > AS 4.6 Enterprise DEMO Full SAFe  + E
> S 45 Portfolo DEMO Full SAFe > AS 4.6 Large Solution DEMO Full SaFe]
« Solution Architect/ Engineer #* [PEDCO > Applied SAFe 4.6 Staging > AS 4.6 Enterprise DEMO
Full SaFe > AS 4.6 Portfollo DEMO Full SAFe > A5 4.6 Large Solution DEMO Full SaFe]
« Product Manager & [PEDCO > Applied SAFe 4.6 Staging > AS 4.6 Enterprise DENO Full SAFe >
545 SaFe > AS 4,
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= Lean User Experience (UX) Engineer & [PEDCO > Applied SAFe 4.6 Staging > AS 4.6 Enterprise
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25 4.6 Program DEMO Full SaFe]

« Enterprise Architect

« System Architect / Engineer & [PEDCO > Applied SAFe 4.6 Staging > AS 4.6 Enterprise DEMO
Full SAFe > AS 46 Portfollo DEMO Full SAFe > AS 4.6 Large Solution DEMO Full SaFe > AS 4.6
Program DEMO Full SAFe]
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Definition of an activity in the tool

Clear description of an activity in context
and of practices to be used.

Each activity has a RASIC and a responsible
role is assigned to it.

Compliance Referencing

Single and multiple models can be refer-
enced simultaneously, in particular existing
process models can be referenced to new
reference models. This allows to use pro-
cesses as before and to prove a traceable
compliance with new regulations.

Linking of activity and compliance model
allows efficient checks. Different models
can be referenced simultaneously.

Process Tailoring

Process tailor-made for departments,
countries or even individual projects:

Tailoring via pre-defined questions or
through specific manual tailoring, enables
the optimal adaptation of activities and
documents to the specific needs of the
respective project.

Unnecessary elements are removed from
the processes, overhead is eliminated

Required elements are used and - if neces\

sary - adjusted

Compliance is ensured. All instances of
e.g. countries, departments or project net-
works are based on the same model.
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Service

- Project Management
Cooperation Management
Design Reviews
Know-how Transfer
Plan the Project
SuppertClinical Triolsand-Valdatien
Training

YolhdetionSupport

Support Clinical Test-/Review Plan

Trials and Validation

Design Review
Design Reviews Reports

Design
Documnentation ...
Validation Support
St Training Training Records
Project Risk List
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PEDCO Lifecycle Services

PEDCO Lifecycle Services support you in all aspects of assessment, creation or adoption of your existing development processes
and their management. They serve to manage, create and continuously develop the processes offered to the customer.

Lifecycle Services «in a nutshell»

. Process Fitness Check: With the Process Fitness Check, customers receive a review/assessment of their current process
landscape at fixed costs. The check provides information about possible weaknesses or improvement possibilities.

. Process Takeover Service: Existing processes of a customer are taken over, revised if necessary and operated at least in the
Basic Process Service. If required, the core members of an existing team can also be taken over. With such outsourcing, the
loss of know-how is minimal and the training period is short.

. Improvement Service: Real experiences from projects are recorded as best practices and made available for all projects of a
customer. This service also includes the corresponding request management for change requests.

. Process development service: Processes are developed completely new or based on existing standard models. These are
then transferred to the Process Service and operated.

. Process Workshop: In a two-day workshop we discuss with customers their process landscape and also discuss/moderate
the SWOT analysis.
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