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Agenda — Part |

Beyond our Borders — what the risk / issue
Strategic Framework for Import Safety — the assessment

Action Plan for Import Safety — Roadmap

o S

Response from Congress (laws need to be changed)

1. Bennett — 25 pages
* “Drug Safety and Accountability Act”

2. Steve Buyer (R-IN) / Jim Matheson (D-UT) — 41 pages
« “Safeguarding America’'s Pharmaceuticals Act”

3. Henry Waxman (D-CA) / Dingell (MI) — 82 pages
 “FDA Globalization Act”

All are very similar — all have the goal to update the Federal FD&C act!
Increase FDA's authority and increase Pharma supply chain controls
— which includes imports
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FDA Beyond Our

ach year, approximately $2 trillion worth of products Commission or its European Union
enter the United States from more than 150 countries members, and two with the World

Health Organization.

These agreements allow FDA and
its counterparts to
The Food and Drug Administra-  thorough in performing its over- share human, scientific, and investi-

and territories around the world.
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Import Safety: A High Priority

International issues and import safety have been a high priority for Mike
Leavitt, secretary of Health and Human Services (HHS). Leavitt led an
interagency working group that created the Import Safety Action Plan in

Interagency / 2007. The plan supports increased collaboration with trading partners
Working group and companies exporting goods to the United States.

HHS also signed precedent-setting Memoranda of Agreements with

FDA's counterparts in China to enhance the safety of food, drugs, medi-

cal devices, and anim imported into the United States from

Chma These inding agreements will build stronger cooperative

Enhance f00d1 drUg, re 1ps between U.S. and Chinese agencies, enhance technical

etc Safety cooperation between the agencies, and foster the flow of information
between regulatory systems.

As part of these agreements, Chinese counterpart agencies will require
registration of products exported to the United States. In addition, the
Chinese agencies will work toward a system to certify that FDA standards
are met for products before they are exported to the United States.
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Every Step of the Way: «

!

A strategie ﬁ'gmeworh for Contlnuar improvement in tmport safety

...i

A Report to the President

Interagency Working Group on Import Safety
September 10, 2007
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13 Agencies — lead by HHS / FDA on import safety

Department of Health and

riiman Services > FDA is part of HHS

Department of State

Department of Treasury

Department of Justice USDA’s CIO |S Ieadlng the
Department of Agriculture > “|nteroperab|e” data

Department of Commerce

Department of Transportation

TSA has the CCSP/F

v

Department of Homeland
Security

Office of Management and
Budget

United States Trade
Representative

REACH and “listed” chemicals

Container closure info

Environmental Protection
Agency

Consumer Product Safety

Commission g Ava"able tO a”
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We’re importing more product AND more complex products

ACE

Data accuracy
IS crucial

An Overview of the Import Process

Regulations implementing the Trade Act of 2002 require that specific
information — such as a six-digit Harmonized Tariff Schedule (HTS)
classification, and shipper name and address — be provided for all
commercial cargo prior to arrival in the U.S. By law, exporters provide this
information electronically to U.S. Customs and Border Protection (CBP)
using the automated manifest system for vessels, air and rail, and the
Automated Commercial Environment truck manifest for truck shipments.
For maritime cargo, this information must be transmitted to CBP prior to
the cargo being loaded aboard the departing vessel.

~— P

In addition, the Bioterrorism Act of 2002 requires the submission, prior to
arrival, of product-specific information, such as grower and product code,
for FDA-regulated food consumed by humans and animals. Failure to
provide this information can result in the cargo being held at the port upon
arrival.

Border officials compare the information received on the imported
products with criteria provided by federal agencies and other information in

re-alert
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Risk Based (ICH 9 and ICH 10)

Correct data, instantly turned into
iInformation and transmitted securely,
Risk assessment And accurately is the correct solution

e Information gathering

Key Features of a Risk-Based Approach

e Surveillance and detection
e Information integration
e Risk analysis

And systems (processes)
must be “interoperable”

Risk management

Improving compliance

Preventing entry of unsafe imports
Mitigating risks

Risk communication
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The response (Action Plan / ClI)

Action Plan for Import Safety

A roadmap for continual improvement

Advance a Common Vision:

Increase Accountability, Enforcement and Deterrence;
Focus on Risks Over the Life Cycle of an Imported Product;
Build Interoperable Systems;

Foster a Culture of Collaboration; and

Promote Technological Innovation and New Science.

2B ol A
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GMP, GLP, GCP - GDP and soon GIP

3.1

3.2

Develop Good Importer Practices. The federal government should work
with the importing community and other members of the public to
develop Good Importer Practices and issue guidance with respect to
particular product categories. The focus of these practices will be to
ensure that imported products meet U.S. safety standards, as well as
to promote effective supply-chain management. Development of these
practices would help the importing community take appropriate steps to
ensure the safety of the products they bring into the United States.

L eads: USDA, CPSC, HHS / FDA, DHS / CBP, Department of Commerce
(DOC)

Time Frame: Long Term

Partner with the importing communily to foster the creation of voluntary
certification programs for importers. These programs would be private-
sector based and would serve to verify compliance with Good Importer
Practices. The federal government would evaluate these programs

to determine whether they should be accredited by the federal
government and whether certification should be required for importing
certain high-risk products.

Leads: CPSC, HHS / FDA, DHS / CBP, DOC

Time Frame: Long Term

Oakton CC — Import optimization and use Company Confidential 10 of 40

of RFID — Nov 10t, 2010

© 2010 Abbott



Interoperable systems

Not just IT info flow, but correct processes with change control
So that information is always, correct

Interoperability

Recommendation 7 — Complete a Single-Window Interface for the Intra-agency,
Interagency and Private Sector Exchange of Import Data.

In Fiscal Year 2006, 31.3 million entries were filed with CBP for import
shipments. Today, interactions between the government and importing
community frequently involve time-consuming, resource-intensive paper
reporting. The Automated Commercial Environment (ACE), which is currently

9 The NTC is a CBP facility where federal officials are co-located to enable better rnisk-assessment
and targeting of imported cargo.
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Track and Trace (TnT), ePedigree at the unit level
(serialization)

Not just finished Pharma goods,
but the whole mfg’ing supply chain

Track-and-Trace

To be effective, tracking requirements
must apply at all points along the
production continuum, from point of
origin to retail sale, and consumers

Recommendation 14 — Expand the Use of Electronic
Track-and-Trace Technologies.

Traceability is the capacity to identify and track should be given clear information to

a product or group of products along the import use to identify recalled products in their
life cycle, including at all points throughout home.

the sourcing, manufacturing and distribution

chain. The ability to identify the product source Caroline Smith DeWaal,
and points of distribution across the import life Center for Science in the Public Interest

cycle is of prime importance for the protection of
consumers, particularly in the event of a product
recall. If unsafe imports are discovered, effective traceability mechanisms
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Safety Standards: Create new and strengthen existing safety standards.
2. Certification: Verify compliance of foreign producers with U.S. safety and security

E— standards through certification. —

3. Good Importer Practices: Promote Good Importer Practices.

4. Penalties: Strengthen penalties and take strong enforcement actions to ensure
accountability.

9. Foreign Collaboration and Capacity Building: Make product safety an important
principle of our diplomatic relationships with foreign countries and increase the profile
of relevant foreign assistance activities.

6. Common Mission: Harmonize federal government procedures and requirements for
processing import shipments.

7. Interoperability: Complete a single-window interface for the intra-agency,
interagency and private-sector exchange of import data.

8. Information Gathering: Create an interactive import-safety information network.

9. New Science: Expand laboratory capacity and develop rapid test methods for swift
identification of hazards.

10. Intellectual Property Protection: Strengthen protection of intellectual property rights
(IPR) to enhance consumer safety.

11. Recall: Maximize the effectiveness of product recalls.

12. Federal-State Rapid Response: Maximize federal-state collaboration.

13. Technology: Expedite consumer notification of product recalls.

14. Track-and-Trace: Expand the use of electronic track-and-trace technologies.
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The “legal” framework” Congressional Bills (amendments)
VS.

the Federal Food, Drug, and Cosmetic Act

1. Bennett — 25 pages
. Drug Safety and Accountability Act

2. Steve Buyer (R-IN) / Jim Matheson (D-UT) — 41 pages

. Safeguarding America’s Pharmaceuticals Act

3. Henry Waxman (D-CA) / Dingell (MI) — 82 pages
. FDA Globalization Act

All are very similar — all have the goal to update the Federal FD&C
act! Increase FDA'’s authority and increase Pharma supply
chain controls — which includes imports
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The Bennet Bill

1111t CONGRESS
— D SESSION I
@

To provide for additional quality control of drmgs.

IN THE SENATE OF THE UNITED STATES

Mr. BENNET introduced the following bill; which was read twice and referred

to the Committee on _ _ _
/ If the “BIll” gets approved it will
Mr. Bennet “wrote it” "amend” the Federal Food, Drug,
' And Cosmetic Act

A BILL

To provide for additional quality control of drugs.

Oakton CC — Import optimization and use Company Confidential 15 of 40
of RFID — Nov 10t, 2010 © 2010 Abbott



LV T

o =

9
10

- A BILL

To provide for additional quality control of drugs.
Be it enacted by the Senate and House of Representa-

tives of the Unated States of America in Congress assembled,

Know by its Short
Title

This Act may be cited as the “Drug Safety and Ac-

SECTION 1. SHORT TITLE.

countability Act of 20107,

SEC. 2. FINDINGS. Recent mfg’ing quality problems

(Congress finds as follows: /
(1) Recent manufacturing®quality problems re-

sulting n drug recalls and warnings from the IFood

and Drug Administration have exposed gaps in qual-
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GLN and GTIN

“(s) TRACKING SYSTEMS.—Not later than 1 year

FEI &CFN
1 after the date of enactment of the Drug Safety and Aec-

DUNS / GLN countability Act of 2010, the Secretary shall develop and

maintain information svs rack and assess every
Track every
Establishment ablishment that is involved in the manufacturing, prep-
Involved

aration, propagation, compounding, or processing of a

Track every shipment o '
APl ePedigree  drug or active mgredient of a drug. The Secretary shall

ensure the mteroperability of all databases relevant to the

S S S S
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Buyer / Matheson

110TH CONGRESS
18T SESSION H R
[ ] [ ]

To amend the Federal Food, Drug, and Cosmetic Act to improve the safety
of dmgs.

IN THE HOUSE OF REPRESENTATIVES

Mr. Buygr (for himself and Mr. MaTHeEsoN) introduced the following bill;
which was referred to the Committee on

The goal of the bill?  ~—~,
Amend the FFD&C Act

A BILL

To amend the Federal Food, Drug, and Cosmetic Act to

improve the safety of drugs.
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Wholesalers, ADR, TnT - WHO’s GDP, July 31st

-

Sec. 4. Interim provisions to assure the safety of the wholesale distribution of
preseription drugs.

Sec. 5. Unigque standardized namerieal identifiers for each preseription drug.

Sec. 6. Preseription drug identification and tracking system.

Sec. 7. Facilitating preseription drug identification and tracking system for

small pharmacies.
Sec. 8. Uniform national standards.
Sec. 9. Report to Congress.
Sec. 10, Reqguirements for licensure of wholesale distributers,
Sec. 11, Injunctions; civil penalties.
Sec. 12, State enforcement of Federal requirements.
Sec. 13, Study on threats to domestic preseription drug supply c¢hain.

| SEC. 3. DESTRUCTION OF COUNTERFEIT DRUGS OFFERED

2 FOR IMPORT.
1. Wholesalers
2. SNI |
3. TnT/ePedigree
4. Sell to only licensed WH
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[DISCUSSION DRAFT]

I 111t CONGRESS —
2D BESSION H R
. .

To amend the Federal Food, Drng, and Cosmetic Aet to improve the satety
of drmgs, and for other purposes.

IN THE HOUSE OF REPRESENTATIVES

Sept 16™", 2010

M introdueed the following bill; which was referred to the

Clommittes on

Henry Waxman &
John Dingell (plus

A BILL Others)

To amend the Federal Food, Drug, and Cosmetic Aet to

improve the safety of drugs, and for other purposes.

1 Be it enacted by the Senate and House of Representa-

I

tives of the United States of America in Congress assembled,

LS ]

SECTION 1. SHORT TITLE.

4 This Aect mayv be cited as the * Act of
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Supply Chalin
Integrity

Oakton CC — Import optimization and use
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e,
Hen,

See,
See,
Sec,
See,

See,
See,
Bec,
See,
See,
See,

Hen,

e,

. 10
. Drug smpply quality and safety.
. Inspection of producers of drugs. ]
. Prohibition againat delaying, limiting, or refusing inspection.

. Clarification of inspestion anthority related to BIMO and TEE inspes-

201.
202.

208,
204.
205,
206.

a01.
302,
203,
a04.
305,
306,

401.

402,

ERegistration of producers of drugs; applicable fee.

t1ons.

i. Motification, nondistribution, and recall of adulterated or dmg prod-

nots

. Motification.

TITLE II—RESPONSE

Admimstrative detention.

Dreatruction of adulterated, misbranded, or counterfeit drgs offered
for import.

Criminal penalties.

Cral penalties,

Beizure,

A gmet forfeature,

TITLE NI—IMPORETATION AND EXPORTATION

Drorumentation for admis=biity of importa.

Eegistration for commersial m ra; fea, : I F
Heﬁtmti-:-n for enstoms bmlr.erspn.':te/ ImpOrt AdmISSIbIIIty

Expartation certifioate program. Registration for importer
Extraterritorial jurisdistion And Broker

Dredicated foreign inspectorate.
TITLE INV—MISCELLANREOTS

Unigque identification mmber for establishments, importers, and oua-
tom brokers.
Conntry of origin laheling.

Company Confidential 21 of 40
© 2010 Abbott



Pharma Imports WILL Change

6
7
3
9

10

1

12

13

14

15

16

TITLE III—-IMPORTATION AND
EXPORTATION

SEC. 301. DOCUMENTATION FOR ADMISSIBILITY OF IM-
PORTS.

(a) ProHIBITION.—Section 301 of the Federal,

Food, Drug, and Cosmetic Act (21 U.S.C. 331), as
amended, is further amended by adding at the end the
following:

“(ww) The submission (with respect to drugs) of in-
formation that is required pursuant to section 801 that

1s Inacceurate or incomplete.
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The Reaction 2> PREDCIT and eCommerce

GUIDANCE FOR USING E-COMMERCE DATATO

MANAGE PRODUCT ADMISSION AT INTERNATIONAL
BORDERS

Integration Guidance for International Trade Data Svstem Participating Governmnent Agencies

OCTOBER 2010 — DRAFT 1.5 - FOR INDUSTRY CONSULTATION

ITDS Product Information Committee
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~SHOP

N a snap
INTRODUCING SCANNABLE BAR CODES

1. From your mobile phone, download the
FREE Scanlife app at Target.com/scan.

2. Scan this info-rich bar code with your
web-enabled, camera-ready phone
to instantly receive content.

3. Can’t scan? No problem! Just text
TOYCATALOG to TARGET (827438)”
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It's coming at us whether we like it or not

Conclusion

The benefits of international trade are wide-ranging, yet these benefits bring with them new
and complex challenges. Although they are of great value to the American consumer, the
increasing volume of imports entering the United States creates an urgent need for a new,
forward-looking Strategic Framework for import safety that considers risks over the life cycle
of an imported product and focuses actions and resources to minimize the likelihood of
unsafe products reaching U.S. consumers.

This will require shifting from the current model that relies on “snapshots” at the border to
interdict unsafe products to a cost-effective, prevention-focused “video” model that identifies
and targets those steps in the import life cycle where the risks of unsafe products is greatest
and verifies the safety of products at those important phases. Such a risk-based, prevention-
focused model will help ensure that safety is built into products before they reach our
borders.
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Part Il
GDPs and GIPs

What does it all mean and how to expand the
quality system into the supply chain

AND

What about RFID

Abbott
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Expanding GMP into the Supply Chain (GDP)

Global Product
Protectigs

Using 2D barcodes > RFID as iy

communication enablers to facility
trade
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Agenda — Part Il

What is radio frequency (RF)
What is RFID, radio frequency identification

So what

Typical supply chain communication

* Linear barcodes, 1D barcodes, 2D barcodes (2D matrix), RFID
* Need faster, more accurate communication
« Why - | just showed you
— New terminology (ePedigree, Track and trace (TnT), electronic security, eFreight)
Show and tell

RFID #1: Temperature data transmitted via RF signal to the web

RFID #2 — Import communication, RF tripped — pull data from cloud,
transmit via broker to import authorities
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What is RF and RFID

frequency oscillation

Hz

alternating current electrical signals
radio waves

electrical
circuits  electromagnetic radiation
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The EM spectrum

Radio waves (10%) to Gamma Waves (10-1?)

Fenatrates Earth's
Atmosphere? N
Radiation Type Radin Microwave Infrared Visible
Wavelength (m) 1072 1075 0.5%10°°

Approximate Scale
of Wavelength

Ju‘

Ultraviolet  X-ray
107 107"

. @

Gamma ray
107"

Buildings | Humans  Butterflies MNeedle Point Protozoans Molecules Aloms  Atomic Nuclei
Frequency (Hz) .
10" 10% 10" 10'% 10"® 108 107
Temperature of
objects at which
this radiation is the | J
mostintense P 1K 100 K 10,000 K 10,000,000 K
wavelength emitted N - AU,
g =272 =173 °*C BT27 0 ~10,000,000 *C

We are bombarded by RF energy
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We are bombarded by RF energy

RF EM waves >> visible light waves

TH

Sources

Frequendy
v prr
sacoamd }

Energy of
one photon

{electran volts)

ELECTROMAGNETIC SPECTRUM

1o

W o 1w ot wWoag" oM

| | E

L [T T
A Casiby

] I 1 I

]
- i
ﬁ ? F.I“"" wnuli‘-.u::m-.k .
-y

THARLY X EATS

S

Lol T, AT

9 o= Rt

Foogia
1 I L l L 1

B EAELD

+ IMHCRCANAVES

UL TEANSOLET

THOETT B EANL

A TRISIA

LICH e ] [ .
heii

19 10*

w* 1w g™ 0" 10" o™ 10" 0! 10" j0'® 10" 10

[ [ G T

= 1t 1w wd 1p! 1 1’ 1o 1o’ 10* 107 10°
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Visible light is a tiny sliver of the EM and >> energy RF

FDA’s CPG states can’'t use RF for
Biopharmacueticals — but we’re already using it
(SRx picking and RF enabled forklifts, etc)

red orange yellow green blus violet

700 nm 500 nm A00nm
wavelength

freguency in Hz

1t 10° 108 10'? 10'2 104 10'6 10'8

microwaves ultraviolet gamma rays
radio, TV waves infrared K-rays

€1 2006 Merriam-webster, Inc.

Naturally occurring RF energy is everywhere AND we’re
Currently using RF in many supply chains
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m U.S. Food and Drug Administration www. fda.gov
r Protecting and Promoting Public Health

Supply Chain Safety:
Pharmaceutical Electronic Track-
and-Trace

November 17, 2008

Jeffrey Shuren, M.D., J.D.

Associate Commissioner for Policy and
Planning

U.S. Food and Drug Administration
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#1 Typical RF Reader Infrastructure

Via the web — load all shipping info onto
the RF temperature Monitoring device

Templale.RF

Repeater

The RF Gateway and RF Repeaters form a network that provides the
communications link to TempTale RF (TTRF) sensors.
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#1 RF Features / Typical RF Temperature
Download

lStatus: IﬂeceiVEd ﬂ Notes: | Update
8 Z[EIR

RF Features

900

870

@
P
o

 Full temperature recording and &£.,

alarming; g™
é_?z;u
K

» Location tracking - where did
the excursion happen at;

9132005 12:00:00 AM 97142005 12:00:00 AWM 9152005 12:00:00 AM S/16/2005 12:00:00 AM

Date / GMT Time

» 100 meters (line of site) read

WoHL-sn [ pHL-AMS Il DHL-Seagate

ran g e ; Vendor's DC Arrival at
Shipment Vendor 2 Inbound Outll:::und\‘ v Store #9999
 Inexpensive reader |
infrastructure; §
§ TempTale
 Automatic alarm notification by 5 from carion

and stopped

email (and cell phone)
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#2 Drums at our U.S. Broker after CBP clearance

RFID
Tag

0OSskeroold Chapo@argtimization and use Company Confidential 36 of 40
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Connectivity (Interoperabillity)

ACS
Entry

Broker review
for missing

Broker
Entry

information and
obvious emors

Shipment
Receipt

=

0O8kieroold Chajpo@aiitimization and use

BERAMD20NDV 10t, 2010

Fushed XML message
cort@ning the AQOCC data
read from the RFID Label

ACS

CBR HTSUS
(Duty

The Internet

FD& AQCC
USDA permit
EPATSCA
DEA Form

Router {Switch

Backend

The project serwer will b
the centra colaboration
tonl hiosting the share point
site, data depository(hd5-
S0L), source code, and
web serices (BzTak)

Phase 1

Estemal 802.11

wireless adapter
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How to move info and point of entry from cloud to gov't

(CBP, TSA, FDA, USDA, CPCS, EPA, DEA, etc)

4 Project System Topology \

Communication &
Network

_ Page 1071 10/29/09 import POC |
The project use exsting 80211
r Intermal 802.11 o infrastructure when available: The
wireless adapler on-sile participants will have cell
board band availability on their PCs
RFID Label moe
Commissioning
—
= y _
Project Participants Router | Switch Backend
The project server will be
r’— '..'__; - the central collaboration
\\ RFID Label Applied - _ SCH g e plimen P
TG site. data depository (MS-
Campoverde & S0OL), source code, and
3'“?'10'?4"' [ | web services (BizTalk)
conneaction -
Firenwall
RFID labels will be
applied, read, and then Il w
associated to the import
data. RFID Labels Tagged shipment =%
, Tl .
| an edge devices will
il Broker Interrogation ECRMIE AN Cien S
project s winsless 802.11
Methods segment.
™
(" Phase 1 Phase 2 h
Extemal 802 11
wireless adapier
v
\_ /

Balkttmpiot wsmpdrFdPtimization and use

SEREIEB-2809 10t, 2010
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So why RF? Vs. 1D, 2D, etc

Don’t need line of site

Automates “look-ups”

Quicker connectivity - faster info low

One more tool in the product protection category
WHO, FDA, MHRA, and other gov’'t MOH like it

Can store more info (vs. 1D)

N o 0ok~ w0 DR

Matured - Has come a long way in the retall business
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Questions?
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