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é p|taI Aleman of Buenos«Aires: =

ened its doors on August 26, 1867 just
2 cholera epidemic devastated BsAs.

;f‘hersity Hospital of high complexity.
“Mc re than 700 professional doctors.

':'

= ,_. II specialities and care for the acute sick.

—
-

=2 Dlagn05|s and treatment with advanced
technology. =T .
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@ tool that allows us to know thé?ﬁs%ory of
rug along all its steps:

|f|cat|on of its ORIGIN.

= eglster of records all along its
____-DISTRIBUTION CHAIN.
$-Patients have the right to receive legal drugs.

S
o
"
_’
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gisition of drugs & Reception™of traceable drugs

StV from audited with record of lot and
| | . .expiration date, GTIN and

Jstores (GLN). serial number.

Traceability

\ ¢

Dispensation and
Administration of right
drug in daily dose.
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Aleman

I

aceabilibewhy and how to use
It In a hospital?
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raceability as an implementatiom™™"
of healthcare improvement'

Ys a vital part in prowdmg patients with
St quality of medicines.

ceablllty IS part of a safety culture,

= '—-?-“ nables trust.




" To I':’r??ﬁuman - 1999

ohn, Janet M. Corrigan, and Molla S. Donaldson, Editors; — ’
ee on Quality of Health Care in America, Institute of Medicine

10-ChA 1 HUMAN

,___ no harm”
perts estimate that more people die annually
i medication errors in hospitals, than from

_ W rkplace Injuries, motor vehicle accidents,
= ____‘.,.._reast cancer, etc.

—

The traceable medicine helps to prevent use of
expired and recalled medication.




"rw B\:nréllt;i.' |I;I§ta|!:m . WHO / 2006 Q ‘2{ g
il Action-on_Patient-Safety * iﬁg j""’"
High 5S

fiS patient safety?

safety is the absence of
‘reventable harm during the process of

.Fealthca re.

| —
'-—"l

o
——

—

= The vision:

~ Every patient receives safe
healthcare, every time,
SRV EE
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gesafety: global scenario

—

—

—

7nterfeit drugs Country/Year

=

= 1- Avastin
f_' (Ca treatment) U.S::2002;
~2- Viagra and Cialis
(erectile dysfunction) U.K., 2012.
3- Truvada and Viread
GINIAS U.K., 2011.

-
o —
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Drug safety

atients from
2Ving their sufferlng and improving
r qualltv of life.
e Blihterfeit medicine is fake
——- - edlcme It may be contaminated
= or contain the wrong or not active
ingredient.

U.S. Food and Drug Administration
=TD)/A\

Protecting and Promoting Your Health




=

N\l e I Eve nts - | ﬂn Q Agecy for Healthcare Research and Quality

Advancing Excellencein Health Care

| ety network PSNet
sed August 20, 2013

‘term “Never Event” was introduced in
IBFence to particularly shocking medical errors.
hese errors should never occur in a healthcare

anlzatlon

Fhe list has been expanded in 2011 to include
—adverse events:

~For example: Product or device events:

e Patient death or serious injury associated with
the use of contaminated drugs...



Hospital
Alemén

ernational background=FDA

he FDA has recommended
armaceutlcal laboratories to start
smg Radiofrequency Identification

= _,_.Technologles (RFID) to improve the

— = traceability of their products.

—

s (WHO N°275/ Feb. 2006).

TR
g
ik f - 3 bt

® RFID chip next to a grain of rice
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National background==

-2011
& National Ministry of Health established
he creation of the SNT of drugs, in order
=10 ensure the control of these products

;f — and limit the use of illegal drugs.

- ® [t has been instrumented by ANMAT .

National Administration of Drugs, Food and
Medical Devices of Argentina
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Bt did the firststage of the"SNT include
- until June 15th, 201272

' traceability of about 200 médmmes
i high cost and low incidence”, such
> Cancer, HIV, Hemophilia, Rheumatoid

thrltls Cystic Fibrosis.




Hospital

... in March-2012._M

— -

and deadline also 15-JUN-2012 !!

i a—

...2.300 more traceable

medicines
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——

finaIIy the1ast stage of the SNT

. -

Mlnlstry of Health added

more Active Pharmaceutical
= gredlents (API)

™

This is equivalent to 500 additional
medicines.
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o Implement traceability at the
Hospital Aleman?
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—

: aceablllty system iInvolves 4‘speC|f|c
5 .: Ul 110 l dl .

8bital reception
gle dose fractioning
lspensmg

—
= £-—

' admlnistration

-
—

. its a big teamwork I¥
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D0Ssible to make:-changes,
gRIzing the positive effects...

_."mplementing traceability with
2 4 E’s:

.

* Engage

e
-

; - -
— oy -
".,_J”

— —"

-
- -——

= ® Fducate all levels of staff
—— ® Execute standardising processes
® Evaluate
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Teamwork

. . II m - ‘.’
oviding safe healthcare depends on
ly trained individuals
Ey are working together for patients

— o Improve health and wellbeing.




al is drafted
i multitask personnel is trained

St is focused towards a continued
" improvement.

™

__—f_ ;Appllcable systems: ISO 9001,
= accreditation Joint Comm|55|on etc.
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BReception and administration
I of traceable medicines in hospital

= directly linked to ANMAT Website

- "
pa—
=~
= s— —
o — -
S -
— —
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history of the drug goes from its
ception to the moment it is used by
iEiEAts: traceability inside the hospital.

_“'e system based on GS1-Standards.
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. Global Trade Item Number

) individual package has a unigue,
neated random code :
(Ol)GTIN and (21)serial number

—0 — ._h—--
i, e _

— t—

—

——
£-—

It IS placed by the laboratory/drugstore.

e It will allow the patients to verify the
authenticity of the product.

human readable [
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1

gue-identification. is.placeds@n™the s
pdary packaging=with one of the three

ear bar code

GTIN 00214141999995
SN 10000000234
LOT 987654321GFEDCBA
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Data Capture,

scanner A

¥Serial number is read at the reception

A) batch/lot number
= B) expiry date
= ‘af sociated with GLN Code

GLN is the identification number of the
institutional provider




Once the drug is received, ANMAT g 2L

is informed and an ID is obtained:

—— -

he traceability of the drug is verified at
ANMAT's Website using the transaction

B -from GLN of origin

j=8ll -to GLN of destiny (Hospital
3

‘@ Aleman as informant agent)

=24




- CONSULTA DE MOVIMIENTCS

D transacoion:

Origen:

Facha transaccion desde;

Fechs evento desds:

Fechs vencimiznto da

Lote:

Agente Informador

108152887

Razon Social:

Razon Social:

[

¥

[E

[E

14

14

Evento:

Diestino:

Medicamanto:

Razdn Social:

=k

=k

[E

[E

Descripeion:

14

14

Provincia: Estado: -
[ ) Buscar ” i Extportar ] l  Limpiar l
MEDICAMENTO EVENTO ORIGEN DESTING

&I LOTE NRO SERIAL NOMBRE DETALLE GLN RAZON SOCIAL 6Ll RAZON SOCIAL
. . . RECEPGION DE PRODUCTO DESDE UN . SANDGZ SOCIEDAD . HOSPITAL ALEAN

OTTS208502T021 WATEIT Gy it fi C d* 7.50 MG 119208 17 TT98175R :
OTTS0B02702 DMTES 5183588 LECTRUM: 750 MG Rl 20630000 ofiE iy S
s : RECEFCION DE FRODUCTO DESDE UN - SANDGZ SOCIEDAD . HOSPITAL ALEMAN

OTTSR06502T021 WATEIT i ] C d* 7.50 MG 15006 17 TTSR1TER -
DTTSX0BHI2TO DMTES 38520835 LECTRUM: 750 MG sty 320650000 i gssy oA

O ' W W ) ) 'y ' VADY ']
OTTS2085027021 DMTEST TRATE0%6 LECTRUM: T50 MG FEEGINIERIORIIEEN, sopge DO g bt

ESLABON ANTERIOR

ANONIMA

ASOCIACION CIVIL
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‘ption of traceable drugs in the HA:

e
b a~

...-_In|C|aI status (JAN-15-2012) and current

p—_J
L 3
qr‘l

= (up to JUN-15-2013)




HA R - o —
RACEABLE PRODUCTS INmeb
June 2012

PRODUCTOS TRAZABLES RECEPCIONADOS EN EL
HOSPITAL ALEMAN

i r TOTAL DE PRODUCTOS TRAZABLES
INFORMADOS AL ANMAT

B-TOTAL DE PRODUCTOS TRAZABLES NO
INFORMADOS AL ANMAT
(Sin cadigo de Trazabilidad)

77.34%

60,00%

40,00%

20,00%

10,97%

0,00% @ " ]
15/6al26/6 | 27/6al3/7 | #/7al10/7 | 11/7al17/7 | 18/7al24/7 | 25/7a131/7 | 1/8al7/B 8/Bal 14/8 | 15/Bal21/8 | 22/8al28/8

Ira.5emana | 2da. Semana | 3ra.S5emana | 4ta.5emana | 5ta. Semana | 6ta.Semana | 7ma Semana | Bva Semana | 9na. Semana |10ma. 5emana
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==A Nhé
Deutschaes Hoaspital ‘- .
i

TRACEABLE PRODUCTS INFURIWEﬁB ANMAT
June 2013

74,20%

67,70%
63,67% i

—
il
ot

/331 19/3 20/3 al 26/3 27/3a12/4 3/4319/4 10/4 2l 16/4 17/43123/4 24/431 30/4 1/5al7/5 8/52l 14/5 15/5al 21/5 22/5 a1 28/5 29/52l4/6 5/6al 15/6

1d. 5emana 40va. Semana 41ra. Semana 42da. Semana 43ra. 5emana 44ta. Semana 45ta. Semana 46ta. Semana 47ma. Semana 48va. Semana 49na. S5emana 50va. Semana 51ra. Semana
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| Single dose fractioning
the Pharmacy in the Inpatient Ward
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"Use re-packaging is done through an™"
lic process where the original blister

‘ e c—

slle ™ & L1 CC @ (10

idually overwrapped.

e
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#SINgle unit-pagkages for+pillsE
8ES or capsules.:

-
—

lentify their contents accurately.
'tect their contents from environmental

_ fec:s.
Allow quick, easy and safe use.

-.
— —
- — -..-:A

-

—
,-—-
—
—
om—

-




_— HA i
jesingle-unit packages:
ere re-labeled with GS1-code:

" anonlv ase |abels for the
ber of units indicated in the original
ackage. ¥

.

'_tablets = 60 labels with
= the same DataMatrix code

We hope that in the future we will have
regulation for the primary packaging 2
based on the GS1 DataMatrix identification. IRARSA




.
Qlabeled each vial or ampoy]e
& DataMatrix-€ode printer

Iabel so that it could be read by the
scanner in the case of the smallest XS
ampOUIeS. curvature E |




of the re-packaging-process:
logy-related vulnerabilities compromise patient

— -

-gramme of preventive maintenance
mplemented in order to control the
chlne the printers and the labels.

"‘ﬁ

—

- "7
"'"'_:.—--'
e e, Y -
-

—”The work of the technician is under the
close surveillance of a

pharmacist.

p—
== 5' —
€ —

P
—
"'
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@ministration to inpatient from
& the Nurses’ Station
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&Mdin objectivesis to achievesthe
SWell-known rights:

¢ Right patient,
e Right drug,

Nt route,
iIght time
Right dose
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I

fOlc of the Nurses in the Trae&abilit

= Ny

i a—

undamental in the HA- programme.
jor to administering the medication to a

= pe fient, nurses read the barcode of the
= —medicine dispensed by the pharmacy.

~ e Then they confirm usage of the drug in
the electronic system.




4 Farmacia - Haydee Wimmers .z Historia Clinica de Internacién (HCT) =

R

i Consulta Y Detalle de Agenda
Pabellén :p1S0 1/4 (29) | servicio | | Probable Egreso :I:l 2 [ | B
5
ﬂ Faciente :| | Ingreso :| | | Habitacién :I:I:I Ing/Dias :I:D JJ J Hora Programada  Medicadién
06/09/2013 20:00 |KEPPRA IV VIAL AMP ;I
i o Pl | 06/03/2013 20:00 |FENOBARBITAL 100 MG AMP
06/09/2013 20:00 |CLEXAME 40 MG JER PRELL
Hahit. Cama Paciente 123456 78 9101112131415 161718 19 20 21 22 23 0 sh
IEP 450 VINITSKY HORACIO LUIS E 3| | | =]
ITE 451 KRAENZLEIN JUAN SAMTIAGO E
IE 452 PELSMAJER. DELIA REGINA E
454 OCAMPO ALEJANDRO MARIA [ 1| =)
ITE 455 NURNEZ RICARDO SEBASTIAN E i
E 45% MANZUR. GLADYS BEATRIZ Indicadiones :| Administrar 3 AMPOLLAS por via EV a las 20 y 8hs.
457 DARBESIO HECTOR.
13 458 | CHERVO NILDA TERESA ‘._ || Cumplido Por | |
e = G m— T S—
IE 460 PETROSIMO LUCIA TERESA E .
E 461 LORDI MAGDALENA TERESA Medicacién trazable
C 462 PEFMA HERNANDEZ RAFAEL i
TME 463 MERANI JUAN ANTONIO N [=nN Mo Cumpliido |  cCumplido | volver |
v| .  Ingreso de Cédigos de Trazabilidad
B Agenda vencida mayor a 60 minutos Agenda : ; i it
106/09/2013 | - | Ho + Detalle —> | Debe ingresar 3 cidigo/s de trazabilidad para
Agenda vendida entre 0 y 60 minutos —I —FI —I - HEPPRA?V'L'IM AMP =
I Agenda pendiente i i iar Ped i 5
m genda penplie; AP Asignar Cama | Probable Egreso I Realizar Traslado I Enviar Pedido | Pedido Pabellan I utilizando el lector de cédigos de barra.
enda cumplida men — = - :
STETIE LTE TR aE C: Internado con acompaiante, E : Internado con solicitud de estudios complementarios. Cédigo de Trazabiidad
B P: Internado con items pendientes de pedido. T Internado con solicitud de traslado. M ;l
A Internado con prealta. 1: Internado con interconsultas pendientes =
L5 | MOTA: El refresco de los paneles se realiza en forma automatica cada 60 sequndos. Sugerencias! 5
v]
&
= Bl

Continuar Cancelar |
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& Dispensation to outpatient
gitom Outpatient HA-Pharmacy:
Scan reveals possibility of counterfeit, expired

and recalled medication




Bill"that the outpatient receives with

-~ — INsriter buyi his medieine

— = ; A FECHA DUPL!CADq
f Hospital o
. A N\ - i g e 06/09/13 08:39 _
- | ' \ Alenén COMPROBANTE NUMERO Pagina
St e o hee @ plte X INTERNO 487341 111
Pueyrredon 1640 - (C1118AAT) Buenos Aires CUIT N? 30-54584303-6
Tel: 4821-1700 FAX 4805 - 6087 Ing. Brutos Conv. Mult N? 901-186139-5
IVA RESPONSABLE INSCRIPTO C.N.P.S.P N? 0020029 - Inicio Actividades 2/3/1867
PACIENTE COURREGES GASTON
ENTIDAD PLAN MEDICO HOSPITAL ALEMAN PLAN PLANHAS8 CREDENCIAL 212061808404
| [ DESCRIPCION UNIDAD| PRECIO UNITARIO . CANTIDAD PRECIO TOTAL
- j TOPAMAC 50 MG COMP X 28 COMP 8.95 28 250.60
(01)07795314029986(21)G717061051
TOPAMAC 100 MG COMP X 60 COMP j‘b94 120 1432.80
(01)07795314027784(21)G116056233 \)““a\\
(01)07795314027784(21)G950358695 ooC
Descuento 100% oes“?’ -1683.40
B\
Al —
N ~ ~ =,
& NO- o o =N
oF ~J g = e -
OR‘ O O 'g oD ::——-—.—
N == 2 g, ¢
@? v alg' w33 ol o
¢0 === == Eg. °s e
{Fecha: OO0, 0% QoA S QE' e 2.0 B2 E
ot : Se==1if s=12% =n
Firma: SO Ty 3 5 =% ==
j ; a5 o o
aceracion: | VoRREL, & ycianp | EEET == L T T~
D.N.I: AN S == AL =
Telefono DO, — (O
Parentesco: R0 f\\\%
MEDIO DE PAGO { IMPORTE SERTAL N
CAJERO:
Fecha Vto.
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atlent can validate the Iegltlmacy
the medicine at ANMATSs webpage
before consuming it.
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Con_CIUSion | clover

'-:-system is focused on guaranting
gnuine products, preventing counterfeit,
= _aud and smuggling.

—
r‘?-ur:"'

— % It gives greater transparency, safety and
quality to the healthcare supply chain.
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0 continue improving the traceability
rocess in the hospital it is essential...

8in the personnel constantly, keeping a
8t compromise between all {\wv

i pers of the multitask team. ?

m

=z The continuous improvement create confldence
- in patients and Management that the drug fulfills
the quality requirements.
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BNEW Global Health
ects the realities of globalization,

s and goods. .
)eople are beginning to understand there
S nothing in the world so remote that it
an’t impact you as a person.”

-
el
- pe
: e —
-

—— -
W
- . - -
.;'..-—
‘_7"_
i ‘,_- —

William H. Foege, Director, US Centers for Disease Control, 19/7/—1983

Emerging Infectious Diseases ¢ www.cdc.gov/eid e Vol. 19, No. 8,
August 2013
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Qspital Alemans
ins about the traceailty proes‘
2 first taken with patient safety in

e itis a daily challenge !

l;.m..if; l
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I

| //satlon IS like having children... people
/ Yyou what to expect, but you don t

: ‘*“ now until you have your own...

e ..—'

i —

* Introduction for the Pharma-I1Q’s Serialisation and traceability
Conference — Geneve (6-7th Nov 2013)
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~attention!

Awimmers@hospitalaleman.com

i;GRACIQS!!
M




