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2-day In-person Seminar:

Validation and Part 11/Annex11 Compliance of Computerized
Analytical Systems and Data

Location: Singapore | November 13th & 14th, 2014 By: Dr. Ludwig Huber

Course "Validation and Part 11/Annex11 Compliance of Computerized Analytical Systems and Data" has been
pre-approved by RAPS as eligible for up to 12 credits towards a participant's RAC recertification upon full completion.

About GlobalCompliancePanel:

GlobalCompliancePanel is a training source that delivers diverse, high quality regulatory & compliance trainings.
These trainings are simple while being relevant and cost-effective while being convenient. GlobalCompliancePanel
imparts knowledge of best practices across a broad range of user-friendly mediums such as webinars, seminars,

conferences and tailored, individualized consulting.

These help organizations and professionals implement compliance programs that meet regulatory demands and
put business processes in place. Through our trainings, we bring together the regulators or experts on regulation on

the one hand, with the community that needs to learn or be aware of those regulations, on the other.

Our services benefit the Medical Devices, Pharmaceutical, Bio Technology, Food Safety, Financial Accounting
Standards, and IT Control & PCIIndustries. Our clientele includes companies such as J&J, Pfizer, Sanofi Aventis, Pall

Corp, Abbott, Merck, Bayer, and Roche, some of which are Fortune 500 companies.

Professionals who undergo trainings from GlobalCompliancePanel exhibit a vastly improved quality of life in which
there is increased productivity and professional growth. Some 30,000 professionals have gained from more than

500 training courses we have conducted till now

www.globalcompliancepanel.com All rights are reserved © GlobalCompliancePanel.
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2-day In-person Seminar 2014

Agenda:

Day 1:

Lecture 1: Requirements and approaches for Analytical
Instrument Qualification and Computer System
Validation

» FDA/EU, ICH and PIC/S requirements
 Lessons from recent FDA Warning Letters and how to avoid them

« Understanding the terminology: qualification, calibration,

verification, validation.

« USP Chapter <1058> for analytical instruments: current and

proposed changes

» Lessons from GAMP®5 and from the GAMP&reg; guide: "A Risk
based Approach to Laboratory Computerized Systems"

« Selecting the right validation approach for commercial off-the-

shelf systems

- Planning for cost-effective qualification and validation

Lecture 2: Going through the equipment qualification phases
 The instrument qualification lifecycle
» Writing requirement specifications
« Documenting installation and installation qualification
- Testing for initial operational qualification

« Leveraging system suitability testing for on-going performance

qualification

« Preparing inspection ready documentation

Lecture 3: Dealing with specific USP <1058> requirements
« Qualification of firmware.
« Unplanned and routine maintenance
« Change control

» Time and event based requalification: the implortance of risk

assessment

« Definition and handling of like-for-like changes

Lecture 4: Cost Effective Validation of Laboratory Computer
Systems: Step-by-Step
« Writing a validation project plan
» Going through a complete laboratory computer system validation
from beginning to end

- Setting specifications, vendor assessment, 1Q, OQ, PQ, and
writing the validation report

www.globalcompliancepanel.com

Day 2:

Lecture 1: Maintaining the validated State of computer
systems
+ System maintenance

» Change controlled: Handling planned and unplanned
changes

« How to deal with security patched

+ Periodic review vs. revalidation of chromatographic data

systems
+ The approach and practice of periodic review
+ Using periodic review to reduce frequency of revalidation

Criteria for time based revalidation

Lecture 2: Validation and Use of Excel Spreadsheet
applications
+ Designing spreadsheets for compliance
« Validation approach for spreadsheet applications
¢ When, what and how much to test?
« Recommendations from GAMP&ureg;5 for testing native Excel
functions
+ How to ensure spreadsheet and data integrity
+ Going through examples

- Excel spreadsheet validation from beginning to the end: A
case study that can be used by everybody

Lecture 3: Introduction to FDA 21 CFR Part 11 and EU/PICS
Annex 11
 Objective, scope, current situation and future of Part1l
+ Requirements overview and spirit of the regulation
» Requirements for electronic records
« Requirements for electronic and digital signature
 Additional requirements from the PICS/EU Annex 11

« FDA/EU inspection and enforcement practices of electronic
records: examples of recent FDA warning letters and EU
inspection reports

Lecture 4: Ensuring and documenting Integrity of
Laboratory (Raw)data and other Records
« Definition of raw data: FDA/EMA requirements
« Defining and documenting 'complete records’

« What to archive for hybrid systems: paper records or
electronic records

All rights are reserved © GlobalCompliancePanel.
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GlobalCompliancePanel Seminar Registration Form

Pricing list:

Price for One Delegate pass Price: $1,395.00

Register now and save(Early Bird) $200.(Early Bird) Price :

GROUP REGISTRATIONS
Send Your Team for Maximum Benefit Get your
team up to speed!
5 Attendees

3 to 6 Attendees
7 to 10 Attendees
10+ Attendees

Get 10% off
Get 20% off
Get 25% Off
Get 30% off

Register Here

**Please note the registration will be closed 2 days (48 Hours) prior to the date of the seminar.

What you get

Learning Objectives
Participation certificates
Interactive sessions with the US expert

Post event email assistance to your queries.

o~ 0=

Special price on future purchase of web based

trainings.

6. Special price on future consulting or expertise
services.

7. Special price on future seminars by
GlobalCompliancePanel.

8. Seminar Kit — includes presentation handout, ID card,

brochure, trainings catalog, notepad and pen.

9. Networking with industry's top notch professionals

Payment Options:

X3

*6

Credit Card: Use the Link to make Payment by
Visa/Master/American Express card click on the
register now link

Check: Kindly make the check payable to NetZealous
DBA GlobalCompliancePanel and mailed to 161
Mission Falls Lane, Suite 216, Fremont, CA 94539,
USA

PO: Please drop an email to
support@globalcompliancepanel.com or call the our
toll free +1-800-447-9407 for the invoice and you
may fax the PO to 302 288 6884

Wire Transfer: Please drop an email to
support@globalcompliancepanel.com or call our toll
free +1-800-447-9407 for the wire transfer

information

Contact Information: Event Coordinator

Toll free: +1-800-447-9407
Fax: 302 288 6884

Email: support@globalcompliancepanel.com

NetZealous LLC, DBA GlobalCompliancePanel

Kindly get in touch with us for
any help or information.

Look forward to meeting you
at the seminar

Team GlobalCompliancePanel

161 Mission Falls Lane, Suite 216, Fremont, CA 94539, USA

www.globalcompliancepanel.com

All rights are reserved © GlobalCompliancePanel.
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GlobalCompliancePanel Seminar Registration Form
Registration Form:

Please use this form to register online, using your American Express, Visa or MasterCard.

To get discounts on grou;z) attendance, please call us on +1-800-447-9407
Call us on 1800 447 9407 or fax your PO to 302 288 6884

Please pay your check issued from the payee to NetZealous LLC, our parent company, and mail it to NetZealous, 161 Mission Falls Lane, Suite 216,
Fremont, CA 94539, USA Please call us at +1-800-447-9407 or email us at support@globalcompliancepanel.com Please fill this form out and include
attendee and payment details in it and fax it to 302 288 6884

Terms and Conditions
Your registration for this seminar is bound by terms and conditions spelt out here. Please call or mail us if you have any clarifications or doubts on this
issue.

Cancellations and Substitutions
If you wish to cancel your attendance at our seminar, the person who has registered for this seminar has to submit written cancellations through fax or

email at least 10 calendar days before the date of commencement of the event. This will entitle her/him to a full refund minus a $150 administration
fee. No cancellation request will be accepted or entertained and no refunds will be issued for requests made outside the stipulated period.

A request to this effect has to be sent by email or fax more than ten days before the commencement date of the seminar. After receiving this request,
we will issue a credit for the amount paid with a deduction of administration fees of $150. This credit note will be transferred to a future
GlobalCompliancePanel event, and a credit note will be issued towards this.

You are allowed to make substitutions at any time till the start of the event. The substituting person should be present well in time for the event with
proper written communication and company identity.

If registering on the date of the seminar, please make sure you pay for the event using your credit card or check just before the start of the event. To
such attendees, we may not be able to give the conference materials on the spot. In such an event; we will send the same after the conclusion of the
seminar.

No-shows will not be reimbursed.

If GlobalCompliancePanel cancels an event, we will not be reimbursing any airfare, accommodation, other costs or losses that the registrants may
have incurred. GlobalCompliancePanel reserves the right to change topics and speakers without notice.
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Attendee 1 :Name ........cccoviiiiiiiie THIE oo Email oo
Attendee 2 : Name ........ccoooiviiiiiiiiee e THIE oo Email oo
Attendee 3:Name .........ccooooiiiiiiii THIE oo Email oo
Attendee 4 : Name ........cccooviiiiiiiii e THIE oo Email ..o

Payment Options
[ Check enclosed, payable in U.S. funds to NetZealous LLC,

Company Information

OrganizZation .........cceeiiiiiiee e e DBA GlobalCompliancePanel
AAIESS ..ottt [J Charge to: [JVisa [OMasterCard [JAmerican Express
CItY oo State ..ooveveeeereen. ZiPeeoeeeeeeenn, Credit card no. ......

Expiration date ..........oooeiiiiiiiii e
COUNTTY et e e

CVV NUMDET ...t
Phone ... FaX oo

Total amount $ ...oovoi e
SIGNATUIE <.

(Signature required on credit card and bill-me orders.)

NetZealous LLC, DBA GlobalCompliancePanel Print N@mME ....oeeiiieec e
161 Mission Falls Lane, OO Bill me/my company $ ...c.coveveveeeeeeeeeeeeeeeeeee e
Suite 216, Fremont, CA 94539, USA PUICNASE OFAEI # ..ot

Phone: +1-800-447-9407 . .
(Payment is required by the date of the conference.)

Toll free (US): +1-800-447-9407 / Fax (US): 302 288 6884 Please fill this form with attendee details and
payment details and fax it to 302 288 6884

www.globalcompliancepanel.com All rights are reserved © GlobalCompliancePanel.




