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% Agenda

* Introducing Novo Nordisk, Diabetes Research Unit
* Business Drivers

* Current usage of Rational tools

* Hazard Analysis using Rational RequisitePro

* Change Request types in Rational ClearQuest

* The future
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% Introducing Novo Nordisk, Diabetes Research Unit

NovoPen® 3 is the The durable Doser Novo Nordisk is the

most widely used Innovo® is the first first company to
insulin delivery Doser with an combine a blood
device in the world. electronic display glucose meter with

an injection device.
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% Business Drivers

+ Continue to be the world leading diabetes care company

» Changing from pure mechanical devices to a more complex
world: Software + Hardware + User Interface

* Increased number of parts within each device

*  Regulatory Compliance — Food & Drug Administration (FDA)
- Validation (devices)
- Computer Systems Validation (software tools)
- Traceablity
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% Business Drivers — Computer Systems Validation

GAP Analysis 21 CFR - Part 11

Validation Plan

User Requirement Specification

% Risk Assessment
= Risk Analysis

User Standard Operation Procedure

Administrator SOP

Validation Protocol (I1Q, OQ, PQ)

Configuration List
% Validation Report

IQ: Installation Qualification - OQ: Operational Qualification - PQ: Performance Qualification
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% Business Drivers - Validation

VMP/

VMR/
P&Q VPL

VPR

CR

P-Environment

Process
Validation
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% Current Usage of Rational Tool

- Rational ClearCase

+ Rational ClearQuest

- Rational RequisitePro

- Rational SoDA

- Rational Rose

- Rational Team Unifying Platform
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% Current Usage of Rational Tool — ClearCase
- Used for configuration and version control

e EEEN

Used for Technical File
& HW SW documentation

ClearCase Database

Reduced risk of quality or compliance problems:
- Right knowledge for decision making
Less human errors
- Ono place for Technical File

—-—
—
G

.. . o
Efficient follow up, overview & control
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« Scope for using ClearQuest
in the projects

 History from last milestone

* One place for
Observations/failures &
Change proposals

ClearQuestDatabase

N~
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Current Usage of Rational Tool — RequisitePro
- Used for Requirements, Traceability and Risk Analysis
Key pain: Traceability system for mechanical devices:

Manual process, costly, difficult follow up & control.
Example: 27 components in NovoPen4®
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% Traceability using Rational RequisitePro

Validation

System

verification
test

Integration
test
Hazad
mitigations Software Module
modules test
specification <L
Hardware
H modules H
specification
Mechanics
modules
specification|
Z Z I 7z
Software Hardware Mechanics
unction calls components parts
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% Hazard Analysis using Rational RequisitePro

- Why using RequisitePro for Risk Analysis
- FDA requires traceability
- All requirement documents resides inside RequisitePro
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% Hazard Analysis using Rational RequisitePro

IFEequiremerﬂS:— Failure moded | Failure Cause Conzequence, tech | Consequence, uger |5 Fd Fi Phfinal |RPM |Risk clazs | Traced-to
HAS826: |hgpection of | katenial eroar; [finzulin fibrillated | Under dose 54 F1 Prl F1 1EDQ |ALARF MIT11
ifzulif mot Reszersaoir the ugzer will not be | [25-75% of zet dose
pozzible opague able to detect it delivered in >12 hrs.
HALB27: |hgpection of | katenial eroar; [finzulin fibrillated | Under dose 53 F1 Prl F1 1E-1 | Accept MIT11
ifizLili ot Reservair the uger will not be | [>75% of set dose
pozzible opague able to detect it delivered in >12 hrs.
Hazard calculation created by extending RequisitePro:
S: Severity of hazard (S1 — S5)
Pd: Probability of the hazard to occure (P1 — P6)
Pi: Probability of the user not recognizing the hazard (PnO — Pn7)
Ph: Probability of harm. Calculated: Pd x Pi

RPN:
Risk Class:

Risk Priority Number. Calculated: S x Ph
Based on RPN values: Acceptable, ALARP, Intolerable

( ALARP: As Low As Reasonable Practicable )
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% Change Request types in Rational ClearQuest

- Observations
- Defects during System Verification Tests, Integration Tests
and Handling Tests etc.
- Change Proposals for document changes

- Tasks
- actions in minutes of meetings
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Submit
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% Rational ClearQuest - Observations

Look at

observations

New observation
found

Observation
Control Board

User

Keyin

observation Accept

Observation

Observation is closed e

mm) LCE
ClearQuest
Observati on management

Project Group

Manager
Mech. SW HW etc.

Observation
Control Board

Assign Observation to

Test/develop Enginee Develop engineer

Verify resol ved
observation

Test/develop
Engineer

Develop Engineer

Resolve
observation
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% Rational ClearQuest - Tasks

Create & Assign
Task

Project member

Meeting

-

ClearQuest
Tas k manage ment

Close
Task

Accept Task

Project member
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% Rational ClearQuest - Tasks

Mew Task MNOO100000427

9 [ |
Main | .-'-‘-.ttau:hmentsl
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ICr: Dwarier:

Cancel
pogTo00ez g = & —=
Shate: Due Date: Values
[New [13-09-2006 12:00:00 [
keeting Mumber:
|5wnn19
Headline:

IEreate presentation for Bk Softwaredag 2006

Dezcription:

Denne session gennemgir hvordan Movo Mordisk Device RE&ED
hat indfert Fational wetltejer til at stette op om de
FD& krav som skal overholdes.

Falgende punkter bliver belyst:

- Valideringsprocessen i forhold til FDA

- Rigiko analyse i Rational RecquizitePro

- Change Reguest typer i Rational ClearCOuest
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% The Future / Next Step

+ ClearCase/ClearQuest Integration =>
controlled activity based development

+ 21 CFR - Part 11 — Electronic Signature in ClearQuest

*  Automated Test
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