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2-Day In-Person Seminar by Ex-FDA Official:

FDA's New Import Program for 2018 -
Strict Precision

By: Casper E. Uldriks, Former Associate Center Director of FDA's CDRH

Location 1: Orlando, FL | March 15-16, 2018 Location 2: San Francisco, CA | June 28-29, 2018

Casper E. Uldriks, Former Associate Center Director of FDA's CDRH

Casper (Cap) Uldriks, through his firm “Encore Insight LLC,” brings He understands how FDA thinks, how it operates and where it is headed. Based on his
over 32 years of experience from the FDA. He specialized in the FDA's exceptionally broad experience and knowledge, he can synthesize FDA's domestic and
medical device program as a field investigator, served as a senior international operational programs, institutional policy and thicket of legal variables into a
manager in the Office of Compliance and an Associate Center Director coherent picture.

for the Center for Devices and Radiological Health. He developed
enforcement actions and participated in the implementation of new
statutory requirements. His comments are candid, straightforward
and of practical value.
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v FDA'’s new cost-saving import programs

v Understand how U.S. Customs and FDA legal requirements intersect
v Know how to manage foreign suppliers

v Understand FDA'’s internal procedures

v Learn how to mitigate and resolve import detentions

v Learn how to avoid common problems

v Develop practical ways to improve your import and export business

v You will be able to answer the following questions with this course without
saying, “l don’t know?”

v What are the FDA’s import legal requirements and policy?

v How do you deal with the FDA and the U.S. Customs and Border Patrol
procedures?

v What happens when your product is detained?
¥ What happens if a foreign manufacturer is in trouble with the FDA?
¥ How do you inter-act with the FDA to work out problems?

v Why are import and export rules different or does it even matter?

The FDA continues to change its import program to better manage new problems and to use new procedures to make the whole process easier. The FDA and U.S. Customs and
Border Protection (CBP) are relying more and more on computer programs to expedite the import process. When and how you use these programs can make a big difference in
the net profit derived from even a single shipment. The new Voluntary Qualified Importer Program (VQIP) is one such example. Another example is CBP’s and FDA's implementation
of the Automated Commercial Environment (ACE) program became mandatory for importers in 2016. If you fail to correctly use new import procedures and programs, you will be

operating under an expensive disadvantage.

You will be able to answer the following questions with this course without saying, “I don’t know?”

What are the FDA's import legal requirements and policy?

What happens when your product is detained?

How do you inter-act with the FDA to work out problems?
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How do you deal with the FDA and the U.S. Customs and Border Patrol procedures?

What happens if a foreign manufacturer is in trouble with the FDA?

Why are import and export rules different or does it even matter?

Seminar Instructor Casper Uldriks is an "Ex-FDA Official" who has spent 32 years in FDA and his engagements focus on advertising and promotion, recalls, corrections
and removals and enforcement. He currently trains FDA personnel and counsels clients on wide range of topics, including: FDA inspections; import operations; advertising
and promotion; corrective and preventive actions; medical device reporting and corporate reorganization to improve conformance to the FDA's requirements.

The FDA's regulatory controls for imported and exported devices have become increasingly pervasive and stringent. Foreign manufacturers, foreign exporters and domestic initial
importers face greater scrutiny and are subject to expensive consequences if they do not plan carefully. Attendees need to understand the FDA's and the US Customs Border
Patrol’s regulatory criteria, inter-agency agreements and intra-agency procedures. The conference provides attendees with the opportunity to understand their work’s

inter-relationship with other attendees’ roles.

v Business Planning Executives v
v Regulatory Managers v
v In-house Legal Counsel and Contract Specialists v
v Venture Capitalists v
v Business Acquisition Executives v

v Owners of New or Developing Import/Export Firms

www.complianceonline.com

International Trade Managers
Import Brokers

Investors

Logistics Managers

Sales Managers

WELLIND!
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08.30 AM - 09.00 AM: Registration Day 2 / Morning

09.00 AM: Session Start Detention

Day 1 — Morning v Options for a detained shipment

FDA’s legal requirements v Negotiating with FDA and U.S. Customs

v Statutory authority O What to say
v Regulations

O  What not to say
Foreign manufacturers obligations

v U.S. initial importers obligations o When to give up

v User Fees v Release from Detention and Government Refusal Remedies
v How does FDA do its job

v What is CPB and how do they do their job

v Reducing the risk of detention

(Group study for mitigating detention risks)
Selecting foreign suppliers

v Inspection history Day 2 / Afternoon

v Samples analyzed

Enforcement
v Vendor Audit

v U.S. Customs and FDA authority
Day 1/ Afternoon

v Burden of proof
Product Import Procedures

v Entry Process (U.S. Customs/FDA) v Assistant U.S. attorney
v How to Pick the right Custom House Broker v Government remedies
v Documentation
o FDA Form 2877 Special provisions
o CPB Form 3461 v Counterfeit
o Medical Device Affirmations of Compliance (AofC) v Import for export
o Electronic Entry Filing v International trade shows
» FDA’s PREDICT computer screening program
» U.S. Customs Automated Commercial Environment (ACE) program v Investigational device
» Product sampling / testing v “Compassionate Use”
» Detention, block list, automatic detention

o Quality standards
o Country of origin
o Product type

(Case Study)
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Registration Information:

Register Online. Use your American Express, Visa or MasterCard.

Get your group to attend the seminar at a discounted price call +1-888-717-2436.

Call +1-888-717-2436 or Fax your PO: 650-362-2367.

Pay your check to (payee name) “MetricStream Inc” our parent company and Mail the check to: ComplianceOnline
(MetricStream, Inc), 2479 East Bayshore Road, Suite 260, Palo Alto, CA 94303.

v Please fill this form with attendee details and payment details and fax it to 650-565-8542
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Terms & Conditions

Your Registration for the seminar is subject to following terms and conditions. If you need any clarification before registering for this seminar
please call us @ +1-888-717-2436 or email us @ customercare@complianceonline.com

Cancellations and Substitutions

Written cancellations through fax or email (from the person who has registered for this conference) received at least 10 calendar days prior to the start date of the event will
receive a refund — less a $300 administration fee. No cancellations will be accepted — nor refunds issued — within 10 calendar days from the start date of the event. On
request by email or fax (before the seminar) a credit for the amount paid minus administration fees ($300) will be transferred to any future ComplianceOnline event and a
credit note will be issued. Substitutions may be made at any time. No-shows will be charged the full amount. We discourage onsite registrations, however if you wish to
register onsite payment to happen through credit card immediately or check to be submitted onsite. Conference material will be given on the spot if it is available after
distributing to other attendees. In case it is not available we will send the material after the conference is over. In the event ComplianceOnline cancels the seminar,
ComplianceOnline is not responsible for any airfare, hotel, other costs or losses incurred by registrants. Some topics and speakers may be subject to change without notice.

Seminar Topic: ..EDA's New Import Program for 2018 - Strict Precision
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Attendee Details:

Name Title Email
Attendee 1
Attendee 2
Attendee 3
Attendee 4
Email address (so you can receive order acknowledgements, updated news, product information and special offers)
Company Information Payment Options
OrganiZation .........ccuiiiiie it D Check enclosed, payable in U.S. funds to ComplianceOnline (MetricStream, Inc.)
............................................................................................................ [ Jcharge to: [ JVisa [ |MasterCard [_]American Express
AQATESS oo Credit Card NO. ..o
EXPIration date ..........ooiiiii e
Y e Total @MOUNE F ...ttt ee s
IS T = (0= PSP
State .veieiie i WA | o FOTT TSR (Signature required on credit card and bill-me orders.)
COUNTIY oo PrINE MMttt ettt s st s e s s s s e ae et es e ssen s s nsnenseanenanananea
Phone ..o FaX oo [ ]Bill me/my COMPANY § ..o

Purchase order # ...
(Payment is required by the date of the conference.)

Please fill this form with attendee details and payment details
and fax it to 650-362-2367
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