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2-day In-person Seminar:

NetZealous

Medical Device Software Risk Management and

Assurance Case

By: Markus Weber, Principal Consultant, System Safety Inc.

Location : Los Angeles, CA | May 22-23, 2014

Location : Boston, MA | June 19-20, 2014

Course "Medical Device Software Risk Management and Assurance Case" 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.

www.globalcompliancepanel.com
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Our services benefit the Medical Devices, Pharmaceutical,
Bio Technology, Food Safety, Financial Accounting
Standards, and IT Control & PCI Industries. 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

All rights are reserved © GlobalCompliancePanel.
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Overview:

Gaps, incorrect or incomplete implementation of software can delay or into the development lifecycle.Diligent, complete and correct
make the certification/approval of medical products impossible. Most implementation of risk management from the start of product development
activities cannot be retroactively performed since they are closely linked is therefore imperative.

Course Outline:

Day One - May 22, 2014 Day Two - May 23, 2014
Lecture 1: Introduction into Risk Management and Quality System Lecture 3: Software Risk Management (IEC62304 / FDA software
Integration reviewers' guidance):

» Why risk management?

Critical Software Issues
o Historical perspective - Software Hazard Mitigation Strategies
o International regulatory / statutory requirements
- Risk Management Lifecycle and stakeholders
o Over-reaching concept

« Software Item, Unit and System Definition

» Software Failures as Hazard Sources

o Integration into ISO13485 « Software Requirements and Design Specification
o Lifecycle steps + Software Tools and Development Environment

* Risk Management Benefits - Software Unit and Integration Testing
o Liability issues + Real-Time System Challenges

o Streamlining product development
o Improving product safety and quality
» How to Implement Risk Management into ISO13485
o SOP framework
o Planning and execution
o Monitoring and control

« Software Verification and Validation

- Mitigation Traceability and Effectiveness

- Software Maintenance and Configuration Control
« Software Risk Management Process integration into 1ISO14971

« Legacy Software issues

o Tips and tricks « FDA documentation requirements
. Q&A » Upcoming changes in IEC62304:2014
Lecture 2: Risk Management to ISO 14971:2012 « Tips and Tricks
» Risk Management Planning . Q&A
» Risk Management Life Cycle Lecture 4: Safety / Assurance case

« Hazard Identification
o Hazard Domains
o Hazard Latency Issues
o Risk Rating Methods
- Initial (unmitigated) Risk Assessment
- Mitigation Strategies and Priorities
+ Mitigation Architectures
o Alarm Systems as Mitigations
o Risk Control Bundles

« Safety classes
o Basic Safety / Environment
o Essential performance

« Documentation of Basic Safety
o Electrical Safety
o Mechanical Safety
o EMC / RFI safety

o Safety margins

. Post Mitigation Risk » Documentation of essential performance
. Residual Risk o What is essential performance?
o Safety Integrity Levels o Device architectures and mitigation allocation
- European special requirements (Z-Annexes) o Device specific mitigations
. Safety Requirements o Software mitigations
- Hazard Mitigation Traceability « External safety
- Verification Planning o User intervention and alarms
« Architectures, Redundancy and Diversity o Organizational measures
- Failure Mode and Effect Analysis / FTA o Levels of protection concept

- Verification of safety properties
o Type testing
o Sample testing
o Software verification testing
o Inspections
o Analyses
« Assurance case vs. Risk Management Report

o General safety and hazard avoidance

o Device / application specific issues
| L I
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Pricing list:
Price for One Delegate pass Price: $1,295.00

May 22-23, 2014 | Los Angeles, CA

Register now and save $200. (Early Bird)
Until May 05, Early Bird Price: $1,295.00

From May 06 to May 20, Regular Price: $1,495.00

What you get

Learning Objectives

Participation certificates

Interactive sessions with the US expert

Post event email assistance to your queries.
Special price on future purchase of web based
trainings.

Special price on future consulting or expertise
services.

Special price on future seminars by
GlobalCompliancePanel.

Seminar Kit — includes presentation handout, ID card,
brochure, trainings catalog, notepad and pen.

. Networking with industry's top notch professionals

Who Will Benefit:

This course is developed to provide valuable assistance to all
regulated companies that need to understand their processes
including companies:

Senior Quality Managers
Quality Professionals
Regulatory Professionals
Compliance Professionals

Project Managers

J

une 19-20, 2014 | Boston, MA

Register now and save $200. (Early Bird)
Until May 20, Early Bird Price: $1,295.00

From May 21 to June 17, Regular Price: $1,495.00

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

Payment Options:

0,
”

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 1800 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 1800 447 9407 for the wire transfer information

Design Engineers
Software Engineers
Process Owners
Quality Engineers
Quality Auditors
Medical Affairs

Legal Professionals

Contact Information: Event Coordinator

Toll free: 1800 447 9407
Fax: 302 288 6884
Email: support@globalcompliancepanel.com

NetZealous LLC, DBA GlobalCompliancePanel
161 Mission Falls Lane, Suite 216, Fremont, CA 94539, USA

www.globalcompliancepanel.com

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

Look forward to meeting you

at the seminar

Team GlobalCompliancePanel

All rights are reserved © GlobalCompliancePanel.
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Registration Form: EEEEEE——

Please use this form to register online, using your American Express, Visa or MasterCard.
To get discounts on group attendance, please call us on1800 425 9409
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 100 8425 9409 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 ........cooovveeiiiiiiiiieeeeeeeee e TIE oo, Email oo
Attendee 2 : Name .......ooovvvveeeiiiieeieee e 1= Email oo
Attendee 3:Name .........oooveeiiiiiiiiiiie e Tite e, Email oo
Attendee 4 : Name .......ooovveveeeiiiiiieee e 1= Email oo
Company Information Payment Options
L [ Check enclosed, payable in U.S. funds to NetZealous LLC,

OrganizZation .........ceeeiiiiicccee e e DBA GlobalCompliancePanel
Yo Lo | =T TR [J Charge to: [JVisa [JMasterCard [JAmerican Express
(0112 State .....oovevereeennn. ZiP.eeeeenn, Erediticardino g

Expiration date ..........ooeeiiiiiiiie e
(07018101 Y U PRPR PRSP

CVV NUMDET ...
Phone ......oeeiiiiiieeeeeee e, )

Total aMOUNE $ ...
SIGNATUIE <.
(Signature required on credit card and bill-me orders.)

NetZealous LLC, DBA GlobalCompliancePanel Print name ...
161 Mission Falls Lane, OO Bill me/my company $ ...c.covoveveeeeeeeeeeeeeeeeeee e

Suite 216, Fremont, CA 94539, USA PUREEEs GREr
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.



