Case Study: Using GS1 Standards for
Tracking Blood Products
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= Population: 4,156,119
m Haemophilia (A) Affects 1 in 5,000 to 1 in

10,000 male live births
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e for Hereditary Coagulation
sorders (NCHCD)

ated at St James'’s Hospital, Dublin

atients with inherited and acquired
bleeding

- Annrg‘a
= AP

Haemophilia

= Approximately 200 patients with severe
haemophilia (require intensive
care/treatment)

m Over 75% Patients with severe Factor
deficiency self medicate at home




IS Haemophilia ?

|I|a IS @ bleeding disorder caused by a
clottlng factor

m The treatment of haemophilia involves the
replacement of the clotting factor (previously
prepared from pooled blood) using a concentrated
preparation “Clotting Factor Concentrate” (CFC)
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Vhat'triggered the initiative ?

s
- ‘ ‘Heau;hca re
fection or patients with Hepatitis C and HIV due to contaminated

ucts. Infected proaucts remained in the supply chain after
ecall leading to subsequent infection

= Lindsay Rep
= EU Bloo_“ctive 2002/98/EC

Industry

COMBATING COUNTERFEIT DRUGS
A Report of the FDA: February 2004

FDA Counterfeit Drug Taskforce Report: 2006 Update
m California: e- Pedigree ruling
m Turkey: Regulation on Packaging and Labelling
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Barcode Technology

. offer?

Ify patients, locations and medications uniquely

and 100% track and trace of all
medication

Studi ow the error rate of data entry in a skilled
typist is 1 every 300 keystroke

Error rate in B/C scanning is estimated at 1 in a
million characters

Faster data entry

Scanned data can be transferred easily to any
database




and ng.ear Barcodes ?

-

FDA Ruling

Any i ology, including Reduced Space
Symbology , can be used for the bar code

Two-dimensional (2D) bar code symbologies are not
permissible. This includes Data Matrix, which is already
In use in the pharmaceutical industry

RFID is not an acceptable substitute for the bar code

EAN.UCC or HIBCC standards may be used, but neither
IS required.




D Formats

Linear)
- Product Name

(GTIN)

Batch Number
Manufacturer alloca barcode

Expiry Date

Serial Number
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Haemophilia EPR @Qrﬁ

orking in partnership with a local vendor
h.ie) to add disease specific

m Electronic Chart with up to date information

m Accessible in any Haemophilia treatment
centre throughout Ireland




Regional Haemophilia Centers
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‘d‘old’fham DleEI‘Vﬁ

/5% of Patients with severe Factor deficiency
duct at home

m Ensu;‘ality of product using validated scheduled

cold chain delivery (Home/Pharmacy/School)
m Licensed by Irish Medicines Board

® Home Fridge management (Temperature
monitoring)




CP NELELERYLE
product

ort stock td warehouse from IBTS

enters product info onto system (double
checked

Serialised Bar code is produced, label attached,
scanned to verify

Stock held at validated temperature

Order received from Hospital or Prescription for home
delivery, order packed and labelled with SSCC B/C

Patient contacted prior to delivery
Fridge is stocked and temperature data downloaded
All movement is confirmed using hand held scanners




Details of all

stock manageme

to the stock

Data sent to the EPR movements are sent
p]&m

with product usage
information

management system

Patient scans
product.
Verification
received from EPR

Cold Chain Supplier verifies delivery of
product to Patient - recording batch
and expiry details GLN, GTIN, GSRN

Cold Chain receives
home patient orders
with GTIN & delivery
location details

Gl_y

Cold Chain Supplier
verifies Order at
dispatch - recording
batch and expiry dates -
GLNs, GTIN
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onf tracking and tracmg u
within the home 4 oy

-@/_e paper trail A
= Reduce by providing a check on Patient V

Product suitability
= Real time alert product recall

m Complete traceability of medication to
infusion

m Added value

> Clinical Information gathering and integration with
EPR

» Messaging




d
@
o
1)
S
)
)
=)
o

L




Home Treatment | Patient Scans ID Card
Scan ID Card

or enters Username
S
and password

Or Login Manually :

Password: |:|.




Home Scan

Patient Details

| Patient can confirm
James O'Reilly -y = -
Contact Details: details including

o Hill Park. treatment of choice
Sandyford
Dublin 18

Product of Choice:
Benefix

[7] Don't show this screen again




Scan Product

Scan barcodes of products for

Barcodes

Top: Not Scanned
Bottom: Mot Scanned

Product:

Total Vials:

Patient scans the
barcode on the box

(T AI00S IR IEEE

[ 13800151 10{ M ES EA 10

Eocganaia 19298 [




Home Scan

Not Confirmed!
James O'Reilly

® The scanned product is not

your product of choice

Yours: Benefix

Scanned:  Mononine

The scanned product is

not in date:

Today: 20/02/2007
20/12/2006

A check is performed
against the product of
choice and the expiry
date. An audible and

visible warning will
appear if thereis a
problem




Home Scan

Infusion Reason
James O'Reilly

Please select the reason for
infusion:

@® Prophylaxis
) On-demand bleed

Please enter bleed site details:

The reason for

treatment can be
entered




Process Complete | -— Once the patient clicks
James O'Reilly | “Finish” all information
T eE e will be transferred to

to finsh the EPR and the stock
| management system
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I !B?‘ acking and tracing products within the Hospital
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delivered to the Hospital Host?ifal (GLN)

Patient receives

Check Product V Patient and issue Issue Fridges (GLN)
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mi Issue Item, To, Patient

Patient Detals
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eatures of the Hospital
anagément System

Waper trail
n Tim_eJ1 ate stamp movement

m Real-time location of all medication
= Medication V Prescription check

= Rapid Recall

m Reporting suite
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Company: St. James Hospital Owner: Feargal
Source: PharmaTrack Stock Report BY Location Date: 02/05/07 16:28

Criteria: (GLN = NCHCD)

'NCHCD
- ProductName Batch No Received On Expiry Date Quantity
Advate 1.1 1000iu Baxject Il Ireland
E LEOTF515AC  23/03/2007 30/08/2008 23:59 10
Advate 1.1 1500iu Baxject Il Ireland
LEOTFO42AS  26/02/2007 31/08/2008 23:59 6
’. Advate 1.1 500iu Baxject Il Ireland
LEO1E12/CH 20/10/2006 30/11/2007 23:59 5
Benefix 1000 1U
LEO7FO21AA  11/04/2007 31/07/2009 23:59 17
Benefix 500 U
LEO7FO46AA  09/03/2007 31/03/2009 23:59 9
Fandhi 500 1U
IBVBEMRNT1  23/03/2007 28/02/2008 23:59 4
Novo Seven 2.4mg (120 KIU)
SUB0351 05/09/2006 30/06/2008 23:59 1
SUB1573 08/03/2007 31/03/2009 23:59 3
Movo Seven 4.8mg (240 KIU)
SUB0724 16/03/2007 30/09/2008 23:59 3
Novo Seven 1.2 mg (60 KIU)
SUB0350 16/03/2007 31/03/2008 23:59 2

SUB07 85 19/09/2006 28/02/2008 23:59

Prothromplex 600 1U
VNP2F001

VNP2F0O02

11/10/2006
02/11/2006

311272007 2359
31/05/2008 23:59

nnnnnnnnnn
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=8 PharmaTrack (Live)

r PharmaTrack.  Hospital  Stock  Pakient  Reports
| "
f i =] =
N E , g
& 3 = ol — =
Dashboard | WBSM Info | Stock Transfer In | Stock Transfer Qut | Hospital Book In | Hospikal Book © Issue Ikems ’ “m Terminal

VBSM Details

Please zcan or enter Part 1 and Part 2 af the WYBSHM to get infarmation

INBLHRL LRI A
Bot 1. I I TS eSSl T R 1 Tl e

NN TN
Flart 2: I EFnIs 1K ESER 1]

Eoganatia I1@885@ [

WBSN Details | Movements |

— Praduct Infarmation
GTIM |

- Group M ame i
Serial #: I

—Batch Infarmation

Batch #:

Expiry Date :

|
D ate Received : I
|
|

Recerved By :

nnnnnnnnnnnnn
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8 PharmaTrack (Live}

PharmaTrack  Hospital  Stock  Patient  Reports

(i Y

Dashboard | WESMW Info | Stock Transfer In | Stock Transfer Out | Hospital Book In
VYBSM Details

Please gcan or enter Part 1 and Part 2 of the WBSHM to get information

€ % &

Hospital Book Out | Issue Items | Return Items | Lock Terminal

Part 1 : IEI'I 0501 73540003641 7080320

Part 2 |21 000317105U60724
{

0

10501 79540003641 70809302100031 7105060724

WBSM Details | Muvema-tient Details |

—Product Information —Y
GTIM : |EIEEI‘I 7954000264

Group Mame : IND\-‘DSE\-‘EH

Serial #: 000317

—Batch Infarmation

Batch #: |5UB0724

Date Received : |1 B/0342007 1425

Expiry Date : ISEIEEIEIEEEIEIE 2359

Feceived By Iammcann

Issued to Patient




I R s = | ]| =T
FharmaTrack.  Hospital  Smock Patient  Reports

©@ £ =& 5 = 4 2 £

vashboard  WBSMInfo | Stock Transfer In | Stock Transfer Out | Hospitsl Book In | Hospital Book Out | Issue Items | ReturnDems | Lok Termingl
BSM Details
Heara soen of arber Pait 1 and Pail 2 of the Lo gl nloemzkion

Fat1: I D500 PHR40003647 /rE0a:0 WHSH - l]lEIE[l‘I FAS400NIEAT FOB0ICNZ T I00AT T 0SUEDT 24

Part 2 :

WBEM Detai
TrarsactionT poe TrargachonD ate
CPL Stock bop up
WS Stack Tap Up

[ AO52007 10:62 [ S : AQUIRED VIl DEF I TH INHIEITDRS

Issued to Patient
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Recall Reports
S

TX Twpe

Product Benifix 1000 U

LEO7EOSS5AA

|!38tch MNumberExpiry Date

[Name [Trans-DatelTotal
31/10/2008|SJH , Blood Transfusion Lab-lDGIDQIQDDG 1
05/09/2006) 2
27/09/2006 2
08/09/2006 1
15/09/2006
08/11,/2004
Total issued to S.JH O
ITotaI issued to OLCHC 11/09/2006 20
Patient name
Home Patient DO WM XX  M1M1/092006 10
Home Patient LS SO ¢ e 4 o8 o 21/09/2006 25
Home Patient LR PR RARN |01/09/2006
Home Patient LS O S S 29/09,/2006)
Home Patient s O OO UMUK 21/09,/2006)
Home Patient [ DMK ORI XX 22/09,/2006
Home Patient DR KK PR RARNK |06/09/2006
Home Patient LR, PR AN |06£09f2006
Home Patient LS O G 0.6 0 8081 lo2s05r2007
Home Patient [ DX R XXX 11/09/2006)
Home Patient RO KR IROROR KRR K 21/09/2006
Home Patient LR PR RARN 29/09/2006
Home Patient R IR, ORI X, 28/08,/2006
Home Patient M OO XX 21/09/20086)
Home Patient LS SO ¢ e 4 o8 o 14/09/2006
Home Patient ORI, OO X 24/08/2006
Home Patient R, ORI X |08/08/2006
Home Patient LS O G 0.6 0 8081 |2o/09r20086
Home Patient [ DMK ORI XX lo1s09/2006
Home Patient RO RO, OO OO X 1940972006
Home Patient LS O S S 19/09/2006
Home Patient R IR, ORI X, 14/09/2006

|Grand TOTAL Issued to Patienis




Coormiramy -

PharmaTrack Batch Recall Report

Sr. Tames Hospital

Batch Recall Report

Sourco: rharmaTrack

Criterna: (Batch No = LEOSsEOSSAM)

Batch No : LEOT7TEOSS.AA Benefix 100 U
Serial No Transaction Ty pe Transaction Date
000035 Issued 31/10/2006 1522

Patient Mame: O MMM e MO
ﬁ | Referenve . Propfiylaxis
0260 Translered In 29/02/2006 1224
In Stock GLN: NCHCD
Reference -
Reason - NCHCHD Stock Top Lin
aoaods I=ssued O3AMMO2006 1300
Fatient Name ORI OO

| = | Helhorence

ooeI20 Issued 13/092006 1034
Palienl Narme ORI, ORI RN
IE' Reference - surgical sife blesed
ooe121 lssued 14/09/2006 11:51
Patient Name KRR KKK XK
@3‘ Transfered In 12/03/2008 12:02
In Stock GLMNM: WALTER STEVENSOM WARD
Heference -
Reason: WS W Stock Top Up
Referenve .
ooeIZz Issued 03/M10/2006 15:26
Patient: OO0 I e TN NN O]
Q | Reference night thigh bieed
o012 Issued 14/09/2006 11.51
Matient: OO ORI OO
Q | Refarence -
OopIIT Is=sued 02102006 1531
Fatient: OO ORI OK
E | Heforence - Hight thagh bleed

BATCH SUMMARY
Total Booked In :
Issued to patlents :
Stock in GLN(s) :

ST. JAMES'S
HOSPITAL

SRS 5 LIN  IRELAND
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5 validation of Computer /

" ‘TS Important?

FDA believes that the only way to
validatable software is within a
”C.zaii Regulated Environment.”

s SJH choose GAMP, the validation system
of choice for European pharmaceutical
industry and is equivalent of

FDA CFR 21 11




s utomes/ ROI

_—

 EPR

ndardisation of data entry (ICD 10 Coding/procedures etc)
better reporting

clinical information available electronically out of
hours via screen

-

Hospital Product tracking system
100% visibility of all stock within the hospital
Detailed reports on stock movement /issued/wastage

Reduce errors by providing an electronic check on product V
prescription before issue




‘Outcomes/ROI

_— .
I*I Cold Chain delivery System
[g[e Chain delivery started all products
ifiably delivered between 2°9-5° Celsius

tage reduced from (0 in the
immedia post service implementation

Docu tion errors reduced from to in the

year post service implementation

worth of medication stock has been
removed from the supply chain

Mock Recall identified location of all
Medication within along with quantities of
alternate stock available




:y ' u: do the patients

‘ _think?

enience of new service — 100%

S
= Privagy and confidentiality — 99%

satisfaction
m Overall service satisfaction rating
89% very satisfied
10% satisfied
1% dissatisfied

ST. JAMES'S £ra\
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RSN O L5 1N . RELAND Qs




’gde\'relopments

“Due developing the EPR (additional
functiWy)
= Roll out the EPR and stock m

306 Nt
3 1

system to other Hospitals

= Move to Manufacturer allocated
datamatrix B/C and EPC and eventually
RFID?

ST. JAMES'S £za))
HOSPITAL
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amatrix Barcodes
. -

-

Federation of Pharmaceutical Industries (efpia) endorsed the use of datamatrix
es on 30|th May|_2(t))(|)7 because it was recognized that RFID is currently “more
ess reliable...”

20t Jan ‘09 - ing for all drugs to be labelled using a standardised numerical
identifier similar t uggested in the delayed California e-Pedigree guidelines.
Another feature on the nce is its compatibility with the serialised Global Trade Item
Number (sGTIN del set up by the international standards organisation GS1

January 2008 - Pharmaceutical Bar Coding to Improve Patient Safety Options for Technical
Standards in the Canadian Environment - Roundtable Discussion Paper

“For discussion purposes, ISMP Canada proposes that the guidelines recommend
two-dimensional (Data Matrix) symbology”

The data content and structure of the B/C developed by Baxter/GS1 and St. James’s Hospital
has become the de facto standard




gulatory bodies
-

ignificant amendments were made in the Regulation on
and Labelling on February 1 2008. This amendment
identification and traceability requirements and
stipulates t ICines must have a data matrix type 2-dimensional
barcode. It is w mentioninﬂ that a transitional period is accepted
by the r tors, and licence holders of the medicinal products should

gt&)rg inse 2D barcodes in their products at the latest on January 1

California: In January 2011, California was due to become the first US
state to implement legislation mandating that drug manufacturers,
wholesalers and distributors create electronic pedhgrees (e-pedigrees)
to track and trace all prescription drugs distributed within the state.
Now 50% wholesalers must have system in place by 2015 with all

wholesalers and retailers compliant by 2016




| atch up?
£

,. » Eu mi’)n coﬁ%ﬁrtation document issued on 11th
e |

m mpared to 2005 seizures of counterfeit medicines at the
of the EU have increased by 380%

w The consultati ocument makes reference to Datamatrix

bar c%

...dealing with product characteristics and Good Manufacturing
Practices (GMP). Obligatory safety features shall allow for;
/aentification checking, authenticity checking and tracing...




n recall only partially successful”

I 4 "
DIEBRarmaceutical AntiCounterfeiting 2008)

eparin recall that occurred during the spring of 2008 had only been
ially successful

n issued by FDA and, among others, Baxter Healthcare,
contaminated vials of the blood treatment were
ear

G@press} reports, upwards of 83 patients have died nationally
as a result of receiving the apparently sub-potent product—making the
recall a high priority throughout the healthcare system

Through May, upwards of 18% of the 500 hospitals in California still
had unrecalled product in their stockrooms

Some dosages were found that had been returned to intermediate
distributors—and then sent out again!

Source: http://www.pharmaceuticalcommerce.com
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oMeasures need to be implemented to
ensure patient safety

m eBarcodes work!
o S" pl plementing bar code scanning

rove n::l-lnn a-l-'n'l-\l innl-e

lm =a2e
IIIIIJIV IJ (ST A1} B 5 UCII ,, LA~ ] [ < I~

efficiency and reduce costs

e GS1 can help with technical issues
(standards) and practical issues
(implementation)

e Medication suppliers are now moving
towards barcoding

e Collaboration with other standards bodies
will simplify processes









