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The Agile Development Environment

Emphasizes working software, and productivity over
documentation

But we expect a stack of documentation. The more, the better. What
about Validation artifacts?

Expects changes in design, requirements, priorities

But the full set of requirements, down to each design detail, needs to be

on paper before you can begin coding. Things shouldn’t be changing
much once you start.

Promotes collaborative team dynamics

OK but why? Developers have their job, testers have their’s, tech writers
have their’'s. Where does the collaboration come in?

Takes advantage of customer collaboration

We get that now. We tell vendors what we want and then we wait (and
hope...) to see it when it’s done.
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The SaaS Environment

Software as a Service is the growing trend

".....one point is becoming very clear: SaaS is gaining trust as a solid
alternative for global deployments across the enterprise. And this trend has
been accelerating in the last six months.”

SOURCE:
http://www.forbes.com/sites/louiscolumbus/2012/10/31/saas-adoption-accelerates-goes-global-in-the-
enterprise/

October 31, 2012

"This shift toward cloud-based Software as a Service (SaaS) model is only going
to accelerate with newer technologies and broadening capabilities delivering
equivalent or superior cloud performance compared to on-premise performance,
the compelling time-to-market edge, and total cost of ownership considerations”

Source: http://seekingalpha.com/article/1385831-investing-in-saas-stocks-the-trend-remains-strong
April 30, 2013

Often means a single instance of software that all users
are sharing

Does that mean we have to take upgrades whether we want them or not?
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The Challenges




Validation - Keeping Up

- In this fast-paced development environment, how can we
prevent validation activities from crippling progress
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How can we streamline.....

© 2013 Medidata Solutions, Inc. 8



we reduce validation burden...

dinodia.com |

© 2013 Medidata Solutions, Inc. 9



..... and ensure Regulatory Compliance
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How do we quell the anxiety.....
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..... the worry & concern.....
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Addressing the Challenges




Meeting Regulatory Requirements

- Primary goal is to ensure, and prove, the software
repeatedly and reliably does what it is purported to do

- There is no compromise on 21CFR Part 11 ER/ES

- NOTE: With respsect to validation, Part 11 ER;ES - Scope and Application
lc'lecommends risk-based approach and discusses ‘enforcemement
iscretion’

- As always, key documents, like FDA Guidance on
Validation, need to be close at hand
- However, also remember words like ‘recommend’, ‘suggest’ allow
for flexibility

- Ask yourself if your approach still achieves the goals and purpose of
validation

- Don’t ignore reasonable ‘expectations’. That is, while not
regulations or requirements, some practices are just
expected....and are reasonable and sound
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Helping Sponsors/Customers Get What They Need

- The Need for Speed is not an excuse for cutting corners

- Focus Groups
- User Group Meetings

- Pre Release Period

- Customer Portal - release announcements, time to plan
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Helping Sponsors/Customers Get What They Need

- Share test scripts
- Pre-audit videos
- ‘Validation Portal’ (hold that thought....)

- Need to demonstrate that new approaches are not only
acceptable, but offer real advantages

- Quality

© 2013 Medidata Solutions, Inc. 17




SDLC & Validation - Support from Technology

- Test Automation

- CI

- Tracking Systems (Known Issues)

- Content Collaboration Systems

- Auto-generate technical dependency diagrams
- Automated Documentation Generator (from code)
- ‘Validation Portal’ (hold that thought.....)

- Requirements / Test Tools
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Backlog / Requirements/ Tests
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189 CodingDecisionsReport - PB4.11.2-016 Control Page 2011.1.0 IS - 20 Mar 2013 https://coder-validation.imedidata
Verify search results with autocoded items
included are correct returned when clicking the
Generate Report button in the Coding Decisions
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Generate Report button in the Coding Decisions
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SDLC & Validation - Support from Process
Improvement

- TDD

- Validation tasks in sprint backlog

- Acceptance of requirements/tests via inline tagging
- Recording of Reveals

- Minimization of signature requirements

Now....back to the Validation Portal....
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Automated Feeds

Validation artifacts originate in various places
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To a ‘Validation Portal’
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ation Certificate

Three program objects display in the DS web page: classes, methods, and files. Each object collecti
appears in a separate window where the names of the items are grouped hierarchically.

That is, class is the highest member of the hierarchy, then method and finally file. The names of the
items are also arranged alphabetically in the relevant window.

Classes

When you click the name of the class in the Classes window, the methods in that class immediately
display.

Each class is linked to the methods that implement behaviors that operate on the internal state of the

Ease of Review No Paper
Remote Access?
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Summary

-Technology and Process evolution
-Regulatory backdrop
-Innovation with justification

-Understanding, education, evidence
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Tihamnk You

rpiazza@madsol.com
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