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Implementing GS1 Standards in Novartis
Objectives

Register the course of the medicine (not only at the level of the
lot, but the unit itself) from production to administration at the
hospital (patient, date and time)

Ensure that the unique identifier on the product is registered in
a database

Enable online status check in case of an adverse event or any
investigations by quality

Support the process of dispensing and tracking in the Hospital
(from pharmacy till the surgery room)

Online verification of batch and shelf life

Reduce risk of exchanging drugs
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Portugal Project
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Product box — label applied on the bottom of the
box

Manter fora do alcance e da vista das criangas. Max. available space for label
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ererior para proegerda iz 4 Tel: + 351 21000 86 00 | Tett 267 | WII!BWD:IM. "
. e s i e
< lovartis Farma - . Farm., S.A. | u i
;% Lucentis 10 mg/ml, 1 frasco 0,23 i =| |2 mﬂ.ﬁﬁ?ﬁgiﬂ"ﬁ
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Project and the EU Directive on Falsified Medicines

This is the first project in Novartis Pharma that supports the process of
dispensing and tracking in the Hospital.

“ Regulatory timelines: California ePedigree law and EU directive on
falsified medicines (FMD)

anuary 20

| e-Pedigree law (EPL) US Serialization I

- and Tracking Law is Effective for 50%
of the volume or SKU I

Final implementation date for
e-Pedigree law (EPL) US
Serialization is published

July 1 2011 January 2 2013 2013 29 half

EU directive on EU member states to
falsified medicine convert FMD to (three years after “Delegated Acts”)
(FMD) published national law

2016 29 half

Publication of EU FMD Law is effective

“Delegated Acts”
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Verification Goncept US & EU

US e-Pedigree law requires significantly higher technical and transactional
granularity
g US e-Pedigree database
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EFPIA proposes usage of data matrix
for pack verification

Data matrix coding proposal derived from GS1 standards
(EAN 128 syntax with Application Identifiers; Data matrix
ECC200)

Manufacturer Product Code (GTIN or NTIN) 14 digits

Unique Serial Number (randomized) up to 20 alpha-numeric characters
Expiry Date 6 digits (YYMMDD)
Batch Number up to 20 alpha-numeric characters
Example:

(01)09876543210982 “E

(10)A1C2E3G4I5 =

(17)140531 _.i_

(21)12345AZRQF 1234567890

Specifications provided in EFPIA’'s

“European Pack Coding Guidelines”
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Implementing GS1 Standards in Novartis
Frontend hospital application access

It is a web based application therefore the access is very
simple: www.trace.novartis.com

Logon
| Usuério ALVESMAL
| senha
| Idioma Im

Modificar senha

Each hospital has access with as many users as
necessary.
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Implementing GS1 Standards in Novartis
Although the technology is complex the system is simple

Upon prescription the pharmacist scans the packs. Serial
number, date and time of dispensing are recorded.

=]
Fle Edit ‘View Favorkes Tools  Help f','
. = 0
3 2 ) = i S |
@ Back _) |ﬂ @ _lj 7 Search c,/\( Favorites {‘} e = Ly @ ﬁ
Address |@'] http: fittint 1. eu. novartis net:&001 fsap/befwebdynprofsap/zptz_aii_hospital?sap-dient=010&sap-language=FT j Go | Links * ESnag\t E & '@ 52
!._‘:J
Programa de Rastreabilidade de Administragéo intra-vitrea de Ranibizumab
HOSPITAL DE SANTA MARIA
Cadigo do produto = Data da dispensa Hora da dispersa Drata do Tratamento Status
(01)0-560035161-300-0021 375011221 B28961 26.102010 1:8017
(0)0-560033161-300-0021)7 5011221523087 26.10.2010 11:50:58 Adicionar cédigo de produto
(01)0-560035161-300-0021 )7 5011221528176 26102010 11:51:30 B
Cédigo do produta; * |(U1 J0-560033161-300-0021)75011221629245 |
Utilizador: * ALWEShAT
i
M®. de processo encriptado Data do Tratamento Clho direitofolho esquerdo
Limpar | Imprimir formulario | Reimprimir formuléria | Adicionar M°. de processao | Remaover codiga da produta | Devalver produta | Relatdria | Finslizar | Log Ot
RCl
& &J Local ntranet
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Implementing GS1 Standards in Novartis
Printing shipping document

The product is then sent from the hospital pharmacy into the
surgery room with an internal shipping document containing the

serial number, batch number and shelf life.

File Edit WView Favortes Tools Help
. - Y
= y L. .
@Back &) - %] [B] T O search ¢ Fevories 2 = = ] 8 il

Address |£j hktp: fittint 1. eu.novartis.net:8001 fsap/be fwebdynprofsap/zptz_aii_hospital?sap-client=010&sap-language=PT

jGU

Formularia

Programa de Rastreabilidade de Admil

=10l x|

Links | (B2 snagt B

I

MN°. de processo encriptado Data do Tratamento

Ampolas dispensadas Prazo de validade Lote n°.
£ {01)0-560035161-300-0(21)75011221628961 201201731 30014A
£
é {01)0-560035161-300-0(21)75011221629097 201201731 30014A

{01)0-560035161-300-0(21)75011221629176 2012/01/31 500144
H
E {01)0-560035161-300-0(21)75011221629245 2012/01/31 S0014A
o

Imprimmir 1ormulério | Reimgprimir formulério

ECh Link to EM& Email

i o == o B 5 3| peg N .
BRS@ 80D Eia-[JH el -a|H-|iE Ve Rl

HOSPITAL DE SANTA MARIA [

Zodigo do produto = Data da dispensa @ L4

@ -
(01 )0-560035161-300-0021)7 5011 221 528961 26102010 E
(01 )0-560035161-300-0021)7 5011 221 629097 26102010 2
Data  2010/10/26
(01 )0-560035161-300-0(21)7 5011 221629176 26102010
(1 I0-5600351 51-300-0¢21 175011 221 620245 26102010 Hora 11:52:08

FORMULARIO DE DISPENSA DE RANIBIZUMAB PARA INJECGAO INTRAVITREA

@ Done

-

& Local intranst
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Implementing GS1 Standards in Novartis

Scanning and inserting patient code

After administration the pack is again scanned and the
internal patient code is introduced manually or by

scanning the patient barcode if available.

Programa de Rastreabili

File Edit View Favortes Tools  Help

@Back L >} \ﬂ |§| .l\l /-“Search

" Faworites {‘_? 'R

2 = @ﬁ

Adidress ‘@J hittp:ffthint L, eu. novartis, net: 8001 jsapfbe/webdynprofsap/zptz_ai_hospital?sap-client=0108&sap-language=PT j G

=101x|

J
"

Links | (@2 snagt B &

Programa de Rastreabilidade de Administragéo intra-vitrea de Ranibizumab

HOSPITAL DE SANTA MARIA

Limpar | Imprimir formuldrio | Reimprimic formuldrio | Adicionar N2, de processo Relatdrio | Finalizar | Log Off

& Done

Codign do procuto = Data da dispensa Hora da dispensa Data do Tratamento Status
(01)0-560035161-300-0¢21)75011 221528961 26102010 11:56:02 26102010 ADMINISTRADA
(01)0-560035161-300-0021775011221629176 26102010 11:52:08 Adicionar N°. de processo
(01)0-560035161-300-0021775011221620245 26102010 11:52:08 .
Codigo do produta (01)0-5600351 61 -300-0(21)75011221 25961
M°. de processo; * 22222222
Utilizador: * ALYESMAT
Data do Tratamento: 2610.2010
" Esquerda
Clho direito/olho ssquerda: © Dirsito
N, de processo encriptado Data oo Tratamento Olho dirstoioho esgquerdo
FFAAGIEEBADIFA2TI2F02201 E4ABDII3EFESFO3  26.10.2010 ESQUERDD

®J Local intranet
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Implementing GS1 Standards in Novartis
Reports

The patient data remains confidential during the entire
process through a complex encryption system.

File  Edit

Favorites  Tooks  Help

Qe - () - [x] [B] (D] POmeach S rmones 2 :
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Resultado
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(01)0-560035161-300-0(21)75011221629658 26102010 11:33:34 26102010 CONFIRMADA ALVESMAT
(01)0-560035161-300-0(21)7501 1221628361 26102010 11:58:02 26102010 ADMIMSTRADA, ALVESMAT FFAASEEEBADSF 42792F02201E4AB094 38FE...  ESQLERDO
(01)0-560035161-300-0(21 )75011 221628361 26102010 11:57:02 26102010 ADMINSTRADA, ALVESMAT 9BB4F4FS3F241FE211130EA35E38F1C215693 DIREITO
(01)0-560035161-300-0(21)75011221629176 26102010 115807 26102010 ADMIMSTRADA, ALVESMAT FFAASE9EEBADSF 42792F02201E4AB09438F6... DRETO
(01)0-560035161-300-0(21)75011221629176 26102010 11:58:27 26102010 ADMINSTRADA, ALVESMAT FFAAS89EEBADSF 42792F02201 E4ABOS435FE ESQUERDO
1 »
&1 javascript:void(oy; ® Internet

In the hospital reports are available by “Date of scanning”,
by “Date of treatment”, by “Batch number” and by “Patient
number”
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Implementing GS1 Standards in Novartis
Status and conclusion

Since September 2010 all units of ranibizumab available
in Portugal have data matrix code with serial number.

The pilot in hospitals started in October 2010 in Instituto
Oftalmoldgico Dr. Gama Pinto. During 2011, 4 other public
hospitals joined the pilot, 979 treatments have been
tracked and traced.

The pilot project designed and developed in Portugal is
under evaluation for adoption in Spain.

Project very well perceived, with great potential to expand
to other products in areas where a more restricted control
over medication is needed, such as oncology.

Uy NOVARTIS



Questions & answers

hank Youl!
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Serialization & Product Tracking Program
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