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Agenda IMPRINTENTERPRISES I
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Market Drivers
= Business Needs & Industry Regulations

Products
= Vision & ID Overview
= Verification Application Solutions

Q&A
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Interesting Data IMPRINTENTERPRISES I

SNCE 1975

Medical Device Recalls

This is the average
z g O number of recalls in the
medical device industry

o7 M-I A in the past two years.

243%
rise
in units

6 a4 Q trend of over
o ® 70% nationwide
6. /O Q4 2013 Q12014 recalls over the
1 were international, a 7% past year.
Units Recalled increase from Q4 2013.
o of units and Fewest
93 /0 recalls were Class | recalls in
Class Il two years.

Source: © 2014 Stericycle ExpertSOLUTIONS™, www.stericycleexpertsolutions.com COGNEX
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were nationwide,
184 a continued




Medical Device Business Drivers IMPRINTENTERPRISES I

Patient Safety

With Regulations

Brand Reputation

Through Supply Chain
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What is UDI? IMPRINTENTERPRISES I

SNCE 1975

3 Core Components
- The actual unique identifier

- The carrier label with human readable and
machine readable formats

- The global Database

UDI System
(- \
g' o] ng bR = Database with o
tatic Data I achine-Readable ; —

5 = 5 S static data =

(Variable Data) (Clear Text) g Access via UDI
DI = Device Identifier AIDC = Automatic Identification and Data Capture
Pl Product Identifier HRI = Human Readable Interpretation

COGNEX
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UDI Implementation Timeline IMPRINTENTERPRISES 18

e Class Il devices must carry UDI Label on labels and packaging ]
Sept. 2014

I _—

v e Implantable, life-saving, and life-sustaining Class | & Il devices must carry UDI on
‘ SN  labels and packaging

\

e Class Il device must carry a UDI on labels and packaging
Sl e Class Il devices that require DPM must carry permanent UDI on device

e Class | devices must carry UDI on labels / packaging
SeLikl @ Class |l devices that require DPM must carry UDI on device

e Class | devices that require DPM must carry permanent UDI on device

Sept 2020

The time to implement has arrived
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1-D Code Requirements

Most manufacturers prefer 2-D codes, but continue to rely on
1-D because of supply chain considerations

Figure 17: Survey Responses: What AIDC technology is your organization able to read?

- Manufacturers I Distributors and Providers

1D Barcodes

1 L J

a 10 0 30 a0 50 &0 0
Number of Responses

Organization Type 1D Barcodes 2D Barcodes RFID

Manufacturers 58% 47% 11%

Distributors and Providers G4% 52% 24%
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Printing/Marking Standards IMPRINTENTERPRISES 18

Why 1-D Codes?
= Established infrastructure
= Widely accepted

Why 2-D Codes?
= Small form factor / data density
= Data redundancy / error correction

Data Matrix vs. Code 128

= Data Matrix — Better density, better data redundancy
= Code 128 — Allows alpha numeric characters

COGNEX
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Code comparison IMPRINTENTERPRISES I8

2 LOT 12JA28A
GTIN + LOT + EXP + S/N EXP 12/2014
14 +7 + 6 + 13 = 40 characters!

SIN 1234567890181
Code 128 barcode

0001234567999512ja28a12/20141234567890181
Datamatrix barcode

el
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Let’s add up the information: ﬁ GTIN 00012345679995
r
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You say Verifier, | say Metrics IMPRINTENTERPRISES I8

How do we make sure our barcode mark is good?

We could follow ISO standards

. ISO 15415 — grade of printed 2D codes

. ISO 15416 — grade of printed 1D codes

. ISO 29158 — grade of DPM/print codes (updated)
Standards call for “OFFLINE” grading, fixed lighting

¥,
- 0 "

Bright Field

-
—_—— .

‘ J Diffuse Dome Axial Diffuse

COGNEX
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DataMan Verifier Systems IMPRINTENTERPRISES 1
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DataMan Verification IMPRINTENTERPRISES I

ﬁ DataMan Setup Tool
Fle Edt Vew Tasks System Language Help
dEERQQ (M vETnMERE s §

Basic _11gger X Results Dlsplay Detailed Results Pane X
=
7 Connectto Reader Train Code Optimize Brightness
[= | Results Display| | Pass
O Lightand Camera Settings s
£5 Symbology Settings
4 Data Validation I Code Quality Y
k= Code Quality Settings AMDEM
" : Result Grade
i* Data Formatting
Symbol Grade A
i Communication Settings
X Cell Modulation A
“s System Settings
£ Process Monitor Fixed Pattern Damage A
Reference Decode A
Minimum Reflectance 4551 A
7| Transfer and display image
Cell Contrast +
Selected Read Result Ty S 0.642 A
Data: D><0x1e>06<0x1d>17VIRWLS<0x 1d>1P425-438-2533<0x 1d>SIDI-64 1<0x 1e><0x 04> 5.62 Axial Non-Uniformity +0.017 A
Time Stamp: 10:29:00 AM
Unused Error Correction 41 ggo A
Read Result History
Data Time Stamp 4 Grid Non-Uniformity +0.215 A
D><0x1e>06<0x1d>17VIRWLI<0x 1d>1P425-438-2533<(x 1d>SIDI-641<0x [ 10:29:00 AM
><0x1e>06<0x1d>17VIRWLI<0x 1d>1P425-438-2533<(x 1d>SIDI-641<x 1e><(x 04> 5.62 10:28:45 AM P Control Metri
D><Bcle>06<Bed>17VIRWLI<Bc1d>1P425-438-2533 <0 1d>SIDI-641<Ox Te><BxD4> 5.63 10:28:35 AM IBCESSEEONTORMEIICS
><Bx1e>06<0x1d>17VIRWLI<0x1d>1P425-438-2533<0x 1d>SIDI-641<0x e ><0x04> 5.63 10:28:10 AM Cell Growth (CGH) 14739 mils
No-Read 10:27:57AM  ~
1 1L} 4 Cell Growth (CGV) 415,352 mils
Clear History
Time Stamp: 10:25:00 AM Data: )><0x1e>06<0x1d>17VIRWLS<(x1d>1P425-438-2533<0x 1d>SIDI-64 1<lx 1e>< (04> 5.62 Untrained Dark field 30T EW E | Connected

COGNEX
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ISO 29158 - Metrics IMPRINTENTERPRISES I

AIM DPM Metrics AIM DPM Metrics
= Decodability — pass / fail on = Grid Non-Uniformity — qualifies the
decode module placement by comparing to

= Cell Contrast — difference in the a nominal evenly spaced grid

means = Axial Non-Uniformity — Describes

= Cell Modulation — greyscale grid squareness

analysis of data region. Grid = Unused Error Correction — Binary
centers that approach GT will analysis of bit errors
lower CM score = Minimum Reflectance — Ensure a

= Fixed Pattern Damage — greyscale minimum reflectance level

analysis of finder + QZ. Grid = Final Grade - Equal to lowest
centers that approach GT will individual metric score
lower CM

13 COGNEX
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DataMan Verification

IMPRINTENTERPRISES IE

SNCE 1975
No squares mark
modulation grade
4 (best)
Image displayed
includes only the “ = Red squares mark
mark with graphics é ‘}i\ modulation grade
detailing ) - 0 (worst)
T "_
e
’ fj ’ Bl K
- e ue squares mar
. |
R?d Xs mark modulation grades
location/bit errors 2/3
(deteCtEd wrong [¥] Transfer and display image
po | a rlty) —Selected Read Result
Data: 700001<020d><0x0a>
. Time Stamp: 311:17 PM
Re_SUItS = blue 7’Readﬁa,lrlmistory =
designate that an Data Time Stamp
i 700001<0x0d><0x0a> 311:42 PM
flmaﬁe Wa_sf_sav_ed 700001<0x0d><DxDa> 311:36 PM Yellow squares
or the verification 700001<040d> <0x0a> 311:31 PM :
700001<0=0d><0x0a> 311:25 PM mark mOdU|atlon
grade 1
700001<0x0d><0x0a> }Y|
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DataMan Verification
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Detailed Results Pane

Pass

[ Pass ]

Code Quality

Symbol Grade
Cell Modulation
Fixed Pattern Damage
Reference Decode
Minimum Reflectance
Cell Contrast
Axial Mon-Unifarmity
Unu=sed Errar Carrection

Grid Mon-Uniformity

Alha-DPt

Result

+76.16
+0.331
+0.007

+1.000

===

+0.0851

Cell Growth [CGH)

Cell Growth (CGY)

Process Control Metrics

+13.484 mils

+13.385 milz

IMPRINTENTERPRISES IE

Final verification
result

Individual grades

Individual metrics
returned for the
mark in current

verification

SNCE 1975
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DataMan Verification

— Decoded images
C:ADocuments and Setlings‘mperez Select |

[7 Savein:

[ Prefix filename with

V¥ Savein:

— Feport Storage
C:ADocuments and Setlings‘mperez Select |
]

Filename Structure Imclude timestamp

™ Prefix filename with
[ Disable overlay graphics in report

Allows verification

reports to be
automatically
generated

Unique report is
generated for each
verified mark
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————
——

Data: 00740~
Dats: F73:01<0x0 < :
Tiune ‘?fanlp: 6/11/2008 >. )O%‘Pa \
.S,\mbology: Data Ma-l’xu o

Contract Corne1:
nfract omipliant \'eliﬁcation AIM-Dp),
DPMJ;‘9.15 39/30 Q I Pass

Qllah'-‘ ! a‘a’ln“.' l l{!“ u" ‘G' ad‘

Symibo] Grade
Cell Modulah'on
xed Pattery Damage
Reference Decode :
Ly, Reflectance
Cell Contrast




Process control metrics IMPRINTENTERPIRISES I#

Still want to grade but “ONLINE”?

Use process metrics to give

feed back on when code is

degrading

) fxedPattemDamage = F (0.00) gridMonUniformity = A (0.232)

fixedPattemDamage = F (.00} gm::lI"ah:-nLlnrh:nrrnrt:.r AID .T_“EE} -

A (0.222) <Ox0d><OxCa

COGNEX
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Serialization on a Typical Packaging Line

( \ Read Pallet Code
Off-Line Data Matrix Quality Verification

o GTIN 00012345679995
LOT 10JAZBA
EXP 12/2012
SIN 1234567890180
Read Carton Code P
_Gradc? Code Read Read Read
Verify Printed Text  codes in Bundle Bundle Code

Case Code

[ SR AT LY

Print Carton Code Print Bundle Code Print Case Code Print Pallet Code
And Human Readable Data

COGNEX
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ID Products IMPRINT ENTERPRISES I
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DATAMAN

Handheld Readers Fixed Mount Readers Verifiers
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ID Products IMPRINTENTERPRISES 1%

SNCE 1975

DATAMAN

Handheld Readers Fixed Mount Readers Verifiers
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ID Products IMPRINT ENTERPRISES I
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DATAMAN

Handheld Readers Fixed Mount Readers Verifiers

meets manufacturer’s and industry standards

COGNEX
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In-Sight Track & Trace — UDI Solution

LOGMNEX



In-Sight® Track & Trace

Off-the-shelf “Job File” for In-Sight Vision Systems
* No programming required
= Easy to use
= Step-by-step setup

Optimized for Serialization
Applications

= Uses industry standards (e.g. GS1)
= |Psec to prevent data theft

Simplifies Validation Procedures
= User access control

= Parameter change & event logging
= FS/DS & 1Q/0Q Templates

COGNEX
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Customer Success Stories

a % BD % (§) DePuySynthes

ABBOTT BIODMEIRIEUX comias i
ETHICON % % NE X
) s = Biosystems”™
Medironic

Y5 ooy TERUMOECT (ViSTRRORD)
novo nordisk’
COGNEX




Cognex Value Proposition IMPRINTENTERPRISES I

Traceability
= UDI Compliance

Manufacturing

= Patient Safety
= Brand Reputation

= Supply Chain Management

" Production Efficiency = Recall Efficiency

COGNEX
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Questions and Answers IMPRINTENTERPIRISES I#

Contact:
Mike Hess
, Imprint Enterprises
855-745-4464
s mhess@imprint-e.com
M B Bob Conti

Imprint Enterprises
855-745-4464
bobc@imprint-e.com

More info here:
http://udi.imprint-e.com

COGNEX
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