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Development life-cycle Key features

and objectives

By value prioritized
features split into stories
(functional specifications)

User

: Delivery of Signing of the product
Requirements Develop product from organization

AGILE

DEVELOPMENT
With customer DeSign and
interaction Development
Requirements Delivery

Test plan according to requirements _
Automated, unit, robustness, Testlng
and system tests performed

Release Checklist:
Routine from package
to marketing

"By validation plan including:

Validation Numerical ve_rificgtion
New functionality

Graphical validation

Data Analytics



sartorius

biotech

Product Managers

Users, Business process, ’

Stakeholders, Research
Product Steering Committee

.'..-’-— .’-.-’-

.*‘EpICS Features,

User stories
Architectural design

Scrum Master (i”y

Business owner

Iteration Review
Product Owner

Isnoon\:ann:-wn..

_ Iteration Backlg

Release

Product Backlog | et __= y
etrospective

|
&

Data
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lteration activities

Grooming (30min x 4) Stand ups (15min/d)

Development

Les

Day 15: Demo (15min)
Retrospective (1h 30min)

Day 1: Planning (1h)

&

3 week cadence Stakeholder involvement

Data Analytics



lteration timeline activities - R&D

TIMELINE/3-WEEK CADENCE

DAY 2-8

DAY 9-14

MBR (Monthly Business Review) - Sartorius reporting & overall direction/strategy
PSC (Product Steering Committee) - Roadmap decisions and prioritization

OPP/PIT (Operational Project Planning) - Planning & executing

UX group - Ease of use, harmonizing UI/UX

sartorius stedim
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Daily standup meeting occurs daily at the same time, same place. 15 minutes timebox.

Planning meeting

Backlog grooming and backlog prioritization

ACTIVITY DETAILS

Demo meeting

Review and retrospect
meeting

Current iteration Future iteration Current iteration

=| Planning Daily standup Backlog grooming Backlog prioritization Demo Review and retrospect
=
| Day1 Every day Day1-15 Day 1-15 Day 15 Day 15
=
§ 1 hours 15 minutes 30 - 90 minutes 30 - 60 minutes 15 minutes 1.5 hours
g
éo Team, SM, PO Team (SM, PO) PO, Team rep., (SM) PO Team, Scrum master, PO, (Other) | Team, SM, PO
Number of.available team work | Each team member answers the The Product Owner discusses a New information that effects The team demos the new The team summarizes deviations
days, Ve|.0CItY and available following three questions: story with parts of the team. the prioritization? functionality implemented in the | from planned work days,
story points are calculated. * Whatdid | do yesterday? +  Opt-inapproach. iteration. The Product Owner velocity, impediments
The Product Owner prgsents to | « Whatam|going todo «  Splitting stories. and other stakeholders comment | (unplanned work), bonus stories
the team the top priority today? «  Acceptance criteria. on the output. The demo is and counts number of
stories from the backlog. The * Dol haveany recorded. completed story points.
.| team asks clarifying questions impediments? Review of iteration stories and
= and acceptance criteria is status of the project, including
< cor.nmunlcated.The'team bug backlog, testing, metrics.
est.lmates the story in Story Product Owner summarizes the
Points. ' release plan.
. lTeam.commlt to the Retrospective - discussions
iteration backlog. around issues, difficulties and
success during the iteration.
5| The iteration backlog and goal Common understanding on Clarification on stories in the Revised product backlog Acceptance by the PO about the Retrospective actions and notes.
3 progress. product backlog. priority. Next deliverable prep. outcome of the iteration.
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Compliance @
Author, review,

o2 Quality manual
) and approval strategy
’ ‘¢ A :
J O] m—
1Q, 0Q, PQ templaty EO
Product audit trail

(forcible)
GAMP 5/ 21 CFR part 11

: Electronic signatures/Electronic records

Microsoft TFS Customer audits
Version control

< I D

Validation package with Active Directory
report and risk assessment
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GAMP 5 "V" model

Product management/customer

On-site (SAT)
(customer + PO)

P
Features I

Validation
test case

In-house (FAT)
(QA + PO)

Automation
Acceptance
criteria

In-house
(QA)

| (developers) | Verification

Data Analytics e 9

User Stories
Test case

Specification
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Regulatory interaction

= US - Food and Drug Administration (FDA, USFDA) * EU - European Medicines/Evaluation Agency (EMA/EMEA)

— Training — Training
— 10+ software installations — Few software installations

Data Analytics 10
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Services

Help desk

Assists and helps users with usage of any
software in the Umetrics® Suite. Are open
0 suggestions and feedback on software.

02

Technical support
Assists with installation or technical
challenges with our software.

03

Where known issues are posted along
with work arounds and status/ to
esolve the issue. Pushed notification to

clients.

Data Analytics
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Documentation
our aown L}é]d \(‘(‘li(?"‘\ on lh'\\

s.com home page, manuals, and

05

Consulting

If required by customer, one of our data

entist can assist with analyzing data,
and also with the validation of the

trics® software on site (SAT).

Vendor quallﬂcatlon
An evaluat questionnaire is availat
upon w;&,]u«,st.



