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HDA EDI856APedigree Track and Trace

| ASpeed Eliminates the need to manually update the newly
created pedigree

- AAccuracy Information is coming directly from your
- vendor/manufacturer

AStreamlined ProcessSaves your company time and effort




How would you rate the
efficiency of your track and trace system?
ed 9.3%
Jed 2893%

The system is functional but process is inefficient in areas 13.0%
Operational efficiency isa big focus for us at the moment  186.7%
Other (please specify) 16.7%
oo early 10 say Or the above function
Fach molomentation must ba customizad to fit tho spocific noods
No comperison available
Meels Rag expectations
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HDA EDI856APedigree Track and Trace

How would you rate the operational
efficiency of your track and trace system?
9.3%

281%

full optimized.

h ~ t efficier ' ' 20.4%
The system is functional but process is inefficient inareas 130%
Operational efficiency isa big focus for us at the moment  186.7%
Other (please specify) 16.7%
e anpmalinr o
The results show that less than 10% of businesses believe the
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HDA EDI856APedigree Track and Trace

How would you rate the
efficiency of your track and trace system?
ad 2.3%

jed 283%

incorporate any and all requirements as part of our regular
software updates. The goal is to have all of you in the top 10%.

h ~ t efficies ' ' 20.4%
The system is functional but process is inefficient inareas 130%
Operational efficiency isa big focus for us at the moment  186.7%
Other (please specify) 16.7%
e i e e e 13 o s rcach
e i i
TSH is always changing to update the needs of our customers

*Pharmaceutical Serialization and Traceability 2017 Market Trend R




HDA EDI856APedigree Track and Trace

| AThe Detail Purchase Order Inquiry will show the inventory as
In Transit and the Expected Deliver Date when information h
been received

- N\Currently, the lot information, including expiration date Is sent
- Inthe EDI record. In the future, the serial number will also be
Included
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PO Open Cardinal Health
01021147 2045 Interstate Drive
Vend# 362 Lakeland ,FL

98133
Ord Date Due Date

07/21115 07/24i15
Agent

Ln# Product Number
Description

1 00093-2049-56

Tolterodine Tart ER 4mg CP 30

2 51672-4111-03

Phenytoin Sod ER 100mg CP 1000

3 005565-9131-67

Ocella™ 3/0.03mg TB 3x28 BARR

4 00093-2050-56

Tolterodine Tart ER 2mg CP 30

Enter END to exit, PREV PG or NEXT PG

Detail Purchase Orders

800-299-2462
ShipDate DropShip
07121115
Reqg#
5t Ordered
Po
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HyGen Pharmaceuticals, Inc.
8635 154th AVE NE

Redmond, WA 938052

Total Order$ Total Open$

8049.20 2573.28

InTrans
Due Date

Received

07/24115

07/24115

07/24115

07/24115
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HDA EDI856APedigree Track and Trace

" AAt PO Receiving time, you will select theansitrecord that
was created
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HDA EDI 856/Pedigree Track And Trace

| AThe Pending Pedigree Selection screen will show for any
Incoming Pedigree items

. N desired, you can see detailed Pedigree information by
' - clicking on the Pedigree Detall button
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@ Pending PEDIGREE Review

Pending Pedigree 00075715
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@ 1.PO# 021147
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=] 2.Product# 00093-2049-56

Tolterodine Tart ER 4mg CP 30

3

3

E- 3.Company 01 HyGen Pharmaceuticals, Ine.
— 4.Manufacturer
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eral Drug Supply Chain Security Act (DSCS
Timeline

DSCSA Timeline

@ November 27, 2013 ©) July 1, 2015 @ November 27, 2017 @ November 27, 2023
DSCSA Enacted « Dispensers receive T: + Manufacturers serialize product Unit level traceability with aggregation & inference
Suspect product / verification Manufacturers verify SNI * Interoperable electronic system

Hart

requirements effective T3 transmitted electronically
© may 1, 2015
T3 enforcement
discretion ends
© march 1, 2016 © November 27, 2018
+ T3 enforcement  Repackagers serialize product
discretion ends » Repackagers associate & verify SNI

2013 | 2014 | 2015 | 2016 | 2017 | 2018 | 2019 | 2020 [ 2021 | 2022 [ 2023 |

i e

© January 1, 2015 © November 27, 2015 © November 27, 201
+ Authorized Trading Partners FDAto issue + Wholesalers receive and ship Dispensers receive and ship
* Manufacturers send and repackagers Licensing standards for 3PLs serialized product serialized product

© November 27, 2020

wholesalers receive transaction history « Licensing standards for wholesalers Wholesalers verify SNI * Dispensers verify SNI

information & statement (T3) neludir
R K T2 Guidelines on processes for including returns
Repackagers send T3 =

packag waivers, exceptions & exemptions

« Wholesalers send direct purchase statement

T

« Final guidance on grandfathering product
ransmitted electronically or by paper

« Suspect product / verification
requirements effective




Serialization and TraceabilgyNow and the Future

| ASupply chain visibility is enabled through serialization with
tracking being applied on single units.
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Serialization

from unit to pallet




Serialization and Traceability

Purchase Order Receiving Detail Company 01 Base Medical Supply
Receiver# 008803 Warehouse 001 THE SYSTEMS HOUSE, INC.
PO Nurm|
Vendor|
Purt rder Receipts Lot Entry
LH#
Product 103135 i
! &
LHz# Lot# ! Length Seriak# Location Quantity Exp Date
1 HE546-6134
2 2 @
3
4
3 5 )
L]
7
@
2 |1 r = % =
Ly LJddzu W! | ¢he |FYyR UGKS )
. .
create serial numbers for the quantity entered.
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Serialization and Traceability

Purchase Order Receiving Detail Company 01 Base Medical Supply
Receivers: 008803 Warehouse 001 THE SYSTEMS HOUSE, INC.
PO Nurr
Vendor
Puri Order Receipts Lot Entry
LN#
Product 103135
1
LHNz# Lot# | Length Serialk# Location Quantity Exp Date
1 HE546-6134 1708220000012 A-TTT 1 1213119
2 2 HE546-6134 1708220000013 A-TTT 1 123119
3 HE6546-6134 1705220000014 A-TTT 1 123119
4 HE546-6134 1708220000015 A-TTT 1 1213119
3 5 HE546-6134 1705220000016 A-TTT 1 1213119
[ HE546-6134 1705220000017 A-TTT 1 123118
T HE546-6134 1708220000018 A-TTT 1 1213119
4 8 HE546-6134 1708220000019 A-TTT 1 1213119
9 HE546-6134 1705220000020 A-TTT 1 123118
Total Lot Quantity 12
Frifinlan
Misc/Br
Enter Line# to Change, ADD, or 0 to Accept




Serialization and Traceability
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Serialization and Traceability

=
E*E Lot Tracking Report 08/22/2017  13:51:32
WHSE PRODUCT DATE TNX LOTNO QUANTITY LOT SERIAL NO CUSTNO INVOICE / REL NO
001 103135 A02347
Phentoin Sodium ER 100mg 1000ct  8/22/2017  INV HE6546-6134 =1 1708220000012 RACHEL 01A35668001
001 103135 A02347
Phentoin Sodium ER 100mg 1000ct  8/22/2017 INV HE546-6134 -1 1708220000014 RACHEL 01A35668001
001 103135 A02347

Phentoin Sodium ER 100mg 1000ct  8/22/2017  INV H6546-6134 =1 1708220000013 RACHEL 01A35668001




Serialization and Traceability in the Future

AUtilizing GS1 Standards there are 3 components:

Y Identify ¢ Using globally unique identification keys

A\ GLN¢ Global Location Number. Your company and warehouses will have a
unigue GLN number. Also, all of your customers and thé&irA Lwill Ba€eaGLN
numbers assigned by GS1.

N\ GTINg Global Trade Identification Number. Each item will have a unique GTIN
for each saleable unit of measure.

N\ SSCGE Serial Shipping Container Code. Serial shipping container is used to
identify items packaged together for transport.

Y Captureg by utilizing barcode scanning
N\ GS1DataMatrixbarcode is read by camel@sed bar code scanners.
I Contains: GTIN, Expiration Date, Lot Number and Serial Number of the item
N\ GS1128 line bar code. Easily read by a handheld scanner.




Serialization and Traceability in the Future

AUtilizing GS1 Standards there are 3 components:

Y Identify ¢ Using globally unigue identification keys
N\ GLNq Example: Use of G51 Standards for the identification of l and warehouses will have a

unigu{ products using a GS1 DataMatrix rs and théirA LWl Ba@sGLN
numb . GTIN: (01) 07046261398572
Expiry: (17) 130331 : : :
N\ GTINg Batch /lot: (10} TEST5632 ich item will have a unique GTIN
for ea S/N: (21) 19067811811
N\ SSCC shipping container is used to

Y Captureg by utilizing barcode scanning

N\ GS1DataMatrixbarcode is read by camel@sed bar code scanners.
I Contains: GTIN, Expiration Date, Lot Number and Serial Number of the item
N\ GS1128 line bar code. Easily read by a handheld scanner.




Serialization and Traceability in the Future

AUtilizing GS1 Standards there are 3 components:

Y Identify ¢ Using globally unique identification keys
A GLNG| Example: Use of GS1 Standards for the identification of | @Nd warehouses will have a

uniquq products using a GS1 DataMatrix rs and thédrA Lwill Ba@AGLN
numb 2ok GTIN: (01) 7046261398572
we  Expiry: (17) 130331 - - :
N\ GTINg Batch /lot: (10} TEST5632 h item will have a unique GTIN
for ea S/N: (21) 19067811811
N\ SSCGQ shipping container is used to

identi




