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Hospital’s Characteristics 

• University Hospital of high complexity. 

• 12.000m2 field / 30.000m2 built. 

• More than 700 professional doctors. 

• All specialities 24hs a day, 365 days a year. 

• Care for the acute sick. 

• Diagnosis and treatment with advanced 
technology. 





What is traceability? 

• It is an efficient tool that allow us to know the 
history of the drug during all its steps, from its 
manufacture to its use on the patient. 

• Allows the verification of its ORIGIN. 

• We can register transportation records all along 
its DISTRIBUTION CHAIN. 

• Gives security to the patient. 

 



Adquisition of drugs 
directly to audited 

laboratories and drugstores 
(GLN). 

Dispensation of drugs to the 
patient in daily dose. 

Reception of traceable drugs 

with record of lot and expiration 

date, GTIN and serial number in 

the hospital. 

 
 

 Traceability 



Drug traceability, why and how to use 
it in a hospital? 



For drug safety: global scenario 

• Spurious drugs, misleading labelling, 
counterfeited or imitations. 

• Descriptive note N°275 
May 2012 

• Counterfit drugs          Country/Year            Report 

• 1- Avastin (cancer treatment) United States, 2012. It affected 19 
medical practices in the U.S. The drug did not have an active 
component. 

• 2- Viagra and Cialis (erectile dysfunction) U.K., 2012. Smuggled 
into the U.K. It contained active components undeclared with 
high risk for the patient’s health. 

• 3- Truvada and Viread (HIV/Aids) U.K., 2011. Seized before it 
reached the patients. Authentic product but in false packaging.  



Drug safety 

• Unsafe drugs prevent patients from 
relieving their suffering and improving 
their life’s quality. 



By international background 

• The FDA has recomended to 
pharmaceutical laboratories that they start 
using Radiofrequency Identification 
Technologies (RFID) to improve the 
traceability of their products (WHO 
N°275/Feb. 2006) 



By national background 

• Medicines Act – Act N°16.463-/1964, that 
states that their intentions are to ensure 
the safety and effectiveness of the drugs. 

 
• Lays the foundation that will allow us to establish the 

Pharmaceutical Institute and Normalization of Drugs and 
Medicines (created by this very same law), and from 
1992 to the ANMAT, and to be the agents the ones who 
carry out the fiscalization of products, in order to ensure 
their quality and safety. 



By national background 

• Res. 435/Abr2011 National Ministry of 
Health established the creation of a SNT 
of drugs, in order to “ensure the control of 
these products and in this way contribute 
to erradicate the circulation of those which 
are ilegal.” 

• This Res. has been instrumented by the 
Disp. 3683/2011 ANMAT  



Disp. 3683/2011 ANMAT 

• It compells to implement a drugs’ 
traceability system on the whole chain of 
commerce, from the laboratory to the 
patient. 



What did the first stage of the SNT include 
until July 15th, 2012? 

• The traceability of about 200 drugs with 
88 IFAs, for treatment of conditions of 
“high cost and low incidence”, such as 
Cancer, HIV, Hemophilia, Rheumatoid 
Arthritis, Cystic Fibrosis, etc. 

 



 Surprise!... MAR-26-2012 

• ANMAT Disp. 1831/12: 

200 traceable drugs are added by 

JUN-15-2012… 

 

               …2.300 more drugs 



And in JAN-15-2013… 

• Ministry of Health / Disp. 247 

• 11 more active principles 

• This is equivalent to 500 adittional drugs 
approximately  



How to implement traceability at the 
hospital? 



Inside the quality program… 

• The Traceability Manual is drafted 

• All multitask personnel is trained. 

• It is focussed towards a continued 
improvement. 

• There are several applicable systems: ISO 
9001, Joint Commision, etc. 





GTIN: commercial code of the product 

• Each package has an unique code = GTIN  
and a serial number. 

• It is placed by the laboratory/drugstore. 

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

• It shall be kept when fractioned in single 
doses. 





Hospital reception  

and control in ANMAT Website 
(entering ID of the transaction) 



Data Capture 

GTIN/serial number of the drug read at the 
reception with: 

                     A) lot number 

                     B) expiration date 

Associated with GLN Code  
(Global Location Number) = identification number of the 

institutional provider (previously entered in the database of 

the hospital for each laboratory, drugstore, pharmacy) 



Once the drug is receptioned, ANMAT is 

informed and an ID is obtained:  

• The traceability of the drug is verified at 
ANMAT’s Website using the transaction 
ID: 

 

• From GLN of origin (laboratory, 
drugstore, pharmacy) 

• To GLN of destiny (Hospital Alemán as 
informant agent)  





Reception of traceable drugs: 

Inicial status (JAN-15-2012) and current  
(up to MAR-12-2013) 



TOTAL TRACEABLE PRODUCTS INFORMED TO ANMAT (per unit) 



TRACEABLE PRODUCTS ENTERED IN THE H.A. 









Single dose fractioning at the Pharmacy 
in the Inpatient Ward 







Administration to inpatient from  

the Nurses’ Station 







Dispensation to outpatient from Outpatient 
Pharmacy: 

With transaction ID, verify in ANMAT’s 
Website 





 

Bill that the outpatient receives with 
GTIN/serial 





 

Can the patient verify online the  

origin of his drug? 
Search made in APR-03-2013 



NATIONAL SYSTEM OF TRACEABILITY 





HOW TO VERIFY THE TRACEABILITY OF MY DRUG? 



To continue improving the traceability 
process in the hospital… 

• It is essential to train the personnel constantly, 
keeping a great compromise between all 
members of the multitask team. 

• It is focussed towards continuous improvement,  
allows to create confidence, in the patients, the 
personnel and the Management, that the drug 
administered fullfills the specified quality 
requirements. 



Thank you! 

hwimmers@hospitalaleman.com 


