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YOUR
DIGITRAL VRALIDRATION
WORKFLOW

The Val@eM™ Application for On-Site Validation
Activities executed by MilliporeSigma

A 21 CFR Part 11 compliant digital platform for MilliporeSigma to perform IQ &
0Q on your microbial QC testing systems dedicated to bioburden testing, sterility
testing and air monitoring!

e Ensure full traceability and regulatory compliance with contemporaneous,
automatic, and complete recording of data for each of your IQ and OQ tests
executed by one of our certified validation engineers in your facility

e Improve efficiency by eliminating paper-based documentation and digitizing
records, review, and approval processes throughout the validation activity

e Streamline and fasten your validation workflow by relying on our experts for
your digital validation protocol execution while focusing on your core activities



HOW DOES IT WORK?

This is how a fully digital validation workflow performed by
our validation engineer could look like at your site.
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Preparation call

Understand what a digital validation workflow is using

our Val@M™ Application. Plan the different steps with our
validation engineer from protocol review and approval,
through the actual execution of the protocol at your site up
to the final review and approval.

Account creation

Provide your details for the creation of your personal user
accounts (up to 3). Receive an e-mail notification to set
your own password and activate your user account. Get
access to your dedicated validation protocol documents in
the Val@M™ Application to start your review process.

Approved

Pre-execution approval

Review all the documents of your digital validation
protocol directly in the Val@M™ Application. Approve the
protocol before the date planned for the execution by our
experts. Check the status of the review and approval by
other users.

> Watch a Video

SigmaAldrich.com/ValatM

You are
now audit
ready!

Retrieval and archiving

Download all approved documents of your digital
validation protocol in PDF format. Archive the documents
according to your own quality management procedure.

Approved

Post-execution approval

Review all the completed documents of your digital
validation protocol directly in the Val@M™ Application.
Approve the protocol after the execution phase. Check the
status of the review and approval by other users.
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Protocol execution by MilliporeSigma

Welcome our validation engineer on-site who will perform all
IQ and OQ tests and enter all results in your digital protocol
directly in the Val@M™ Application. Check the status of the

validation activity at any time.

Receive an e-mail notification in case of deviation.
Attachments are directly managed in the Val@M™ Application.


http://SigmaAldrich.com/ValatM

ALCOA+ Data Integrity

Our Val@M™ platform is compliant
with the ALCOA+ set of principles

ATTRIBUTABLE

Users identity, system identity,
source of data and date & time
AVAILABLE are recorded.
Users can access their
documents at any time LEGIBLE
once access is granted,
before, during and after
execution for 6 months.

All data is easily readable
compared to handwriting.

CONTEMPORANEOUS

All data entered are
ENDURING recorded with timestamping.
Data back-ups are
available. Final
documents are exported

by the customer.

CONSISTENT

Protocols are designed to be
executed in a certain order.
None of the steps can be
be skipped.

ORIGINAL

Data is entered directly in
the Val@M™ Application
platform and all changes/
updates are traceable back
to the original source.

COMPLETE
All recorded data,

including metadata,
have an audit trail. ACCURATE

Changes are tracked
automatically with audit trail.



Ordering Information

Description

Ordering No.

Steritest® Symbio LFH on-site IQ & OQ execution service SBLFVAL11
Steritest® Symbio ISL on-site IQ & OQ execution service SBISVAL11
Steritest® Symbio Flex on-site IQ & OQ execution service SBFXVAL11
Steritest® Symbio digital validation protocol service for IQ & OQ SYMIQOQEP
Milliflex Oasis® on-site IQ & OQ execution service MM2VAL11
Milliflex Oasis® digital validation protocol service for IQ & OQ MM2IQOQEP
Milliflex® Quantum on-site IQ & OQ execution service combined with Essential PQ consulting service MXQUVAL12
Milliflex® Quantum digital validation protocol service for IQ & OQ MXQUIQOQEP
Milliflex® Rapid 2.0 on-site IQ & OQ execution service combined with Essential PQconsulting service MXRPVAL12
Milliflex® Rapid digital validation protocol service for IQ & OQ MXRPIQOQEP
Milliflex Oasis® VHP on-site IQ & OQ execution service MM2VAL11
Milliflex Oasis® VHP digital validation protocol service for IQ & OQ MMPIIQOQEP
MAS-100 NT® on-site IQ & OQ execution service MANTVAL11
MAS-100 NT® digital validation protocol service for IQ & OQ MANTIQOQEP
MAS-100 Atmos® on-site IQ & OQ execution service MATMVAL11
MAS-100 Atmos® digital validation protocol service for IQ & OQ MATMIQOQEP
MAS-100 Iso NT® on-site IQ & OQ execution service MAISVAL11
MAS-100 Iso NT® digital validation protocol service for IQ & OQ MAISIQOQEP
MAS-100 Iso MH® on-site IQ & OQ execution service MAMHVAL11
MAS-100 Iso MH® digital validation protocol service for IQ & OQ MAMHIQOQEP
MAS-100 VF® on-site IQ & OQ execution service MAVFVAL11
MAS-100 VF® digital validation protocol service for IQ & OQ MAVFIQOQEP
RCS® High Flow Touch on-site IQ & OQ execution service RCHFVAL11
RCS® High Flow Touch digital validation protocol service for IQ & OQ RCHFIQOQEP

Scan QR code for more
information, or visit our webpage
SigmaAldrich.com/ValatM



http://SigmaAldrich.com/ValatM
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For more information about our
Val@M™ application, visit our webpage
SigmaAldrich.com/ValatM
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To place an order or receive technical assistance in the U.S. and Canada, call toll-free 1-800-645-5476
For other countries across Europe and the world, please visit: SigmaAldrich.com/offices
For Technical Service, please visit: SigmaAldrich.com/techservice

We have built a unique collection of life science brands with
unrivalled experience in supporting your scientific advancements.

Millipore. Sigma-Aldrich. Supelco. Milli-Q. SAFC.
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