Healthcare is by nature a global sector, with supply chains that often cross borders. On the other hand, healthcare is also very much local. Local needs are incorporated into global standards, but local standards, such as IUM, add risk and can jeopardise the realisation of the related benefits. Local standards can hinder interoperability and compatibility, which significantly reduces the economic benefits and presents barriers to widespread adoption. Additional R&D and manufacturing resources must be devoted to meeting heterogeneous local standards while increasing the costs for all healthcare stakeholders including patients.  
Country-specific regulations appear to satisfy the needs of those countries, but when products move across borders throughout the global supply chain, this causes problems:

· difficult to achieve implementation on a global level due to the complexity of the myriad of systems required for various local requirements

· identification numbering schemes developed for one tracking system won’t necessarily be recognised by another 

· the cost burden to the stakeholders in the Healthcare supply chain will increase significantly

All of which is contra to Anvisa’s “Minimum Requisites” outlined in the attachment to the Resolution.

Several countries and regions have regulated (or are considering regulating) traceability systems for healthcare products. Many of these countries are engaged with GS1 Healthcare to develop the global requirements.  Traceability requirements (increasingly) vary greatly by country or region. 
GS1 Healthcare advocates the adoption of open, global and proven standards to achieve effective and efficient traceability solutions around the world. This will ensure broad and quick implementation as changes to production and according investments can be done with the security of a truly global solution; in line with Anvisa’s “Minimum Requisites”.
About GS1 and GS1 Healthcare

GS1 is a neutral, not-for-profit organisation dedicated to the design and implementation of global standards and solutions to improve the efficiency and visibility in supply chains: 

· GS1 is a fully integrated global organisation with over 30 years experience in global standards

· GS1 Global Office is based in two locations: Brussels (Belgium) and Lawrenceville (New Jersey, USA)

· GS1 has Member Organisation offices in 108 countries, including Brazil.  Brazil commonly uses GS1 standards today for product identification.
The GS1 System of Standards is the most widely used identification numbering and data carrier system throughout the world. Over 1 million users across 145 countries and across more than 24 industry sectors have adopted what is today known as the GS1 System of Standards (previously known as EAN.UCC).  It is recognised by organisations such as the International Standards Organisation (ISO), the American National Standards Institute (ANSI) and the European Committee for Standardisation (CEN). This makes it the most widely used supply chain standards system in the world. (Minimum Requisites 3 and 7)
GS1’s diversified portfolio ranges from GS1 BarCodes (Minimum Requisite 6 and 8) to GS1 eCom (electronic commerce tools) to next generation technologies and solutions such as GS1 GDSN (Data Synchronisation) (Minimum Requisite 5.), GS1 EPCglobal (using RFID technologies) (Minimum Requisite 8) and traceability (Resolution Article 1).

GS1 and GS1 EPCglobal standards are: 

· Open: the GS1 and GS1 EPCglobal standards development process is user-driven which permits full interoperability and compatibility and avoids end users to be locked into proprietary solutions (Minimum Requisite 1, 2 and 3)
· Global: Healthcare is by nature a global sector, with supply chains that often cross borders. On the other hand, healthcare is also very much local. The GS1 standards development process ensures that local needs are incorporated into global standards.

· Proven: the GS1 System of Standards has been used for over 30 years in different sectors all over the world ensuring its robustness and reliability, including built-in security and privacy (e.g. identification numbers are non-significant - they identify an item but contain no information about it). (Minimum Requisite 3)
GS1 Healthcare is a voluntary, global user community bringing together all healthcare stakeholders: pharmaceutical and medical devices manufacturers, wholesalers and distributors, group purchasing organisations, hospitals, pharmacies, logistics providers, governmental and regulatory bodies, and associations. 

The mission of GS1 Healthcare is to lead the healthcare sector to the successful development and implementation of global standards by bringing together experts in healthcare to enhance patient safety and supply chain efficiencies. 

The vision is to become the recognised, open and neutral source for regulatory agencies, industry organisations and other similar stakeholders seeking input and direction for global standards in healthcare for patient safety, supply chain security & efficiency, traceability and accurate data synchronisation.

Many leading companies and institutions have already joined this GS1 Healthcare user community. For example, the 2007 combined Leadership Teams of the GS1 global Healthcare User Group (GS1 HUG) and the EPCglobal Healthcare & Life Science Industry Action Group included both manufacturers (such as Abbott Laboratories, Alcon Labs, Baxter, B. Braun, Covidien, GSK, Johnson & Johnson, Medtronic, Merck, and Pfizer; all of whom trade in Brazil), and hospitals, pharmacy retailers, distributors and Group Purchasing Organisations (such as Amerisource Bergen, Comparatio, CVS, McKesson, Premier, and Walgreens). GS1Healthcare would welcome and invite the participation of ANVISA in the global standard setting process.
Global Standards in Healthcare

GS1 Healthcare has a Standards Development Roadmap towards global standards in healthcare for Automatic Identification & Data Capture, Traceability and Data Synchronisation:
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There are currently 3 main work streams:

1. AIDC Application Standards Work Team
The AIDC Application Standards Work Team is developing the global standards for the automatic identification and data capture for healthcare products at all packaging levels from finished goods at the manufacturer until the end of treatment at the care facility. The group’s work is based on business, data, serialisation and carrier requirements provided by other work teams. The first AIDC Application Standards will be available mid-2009 and will define which data should be marked on which package level using specified data carriers for the different medical products.

2. Global Healthcare Data Synchronisation and Product Classification Work Teams

The Global Healthcare Data Synchronisation and Product Classification Work Teams are working on a data synchronisation standard, including a classification solution, which will allow the healthcare industry to use the GS1 GDSN (Global Data Synchronisation Network).

3. Traceability in Healthcare Work Team

The Traceability work team is defining the global solution for traceability in Healthcare to ensure that the business needs of the sector are fulfilled, including ensuring global traceability in an efficient, secure and reliable way, addressing restrictive legal requirements as well as authentication from manufacturer to patient, and achieving cross-industry interoperability. See below for more details.

These Work Teams build on accomplishments of past work teams: 

· GTIN Allocation Rules Work Team

Defined allocation rules for Global Trade Item Numbers (GTIN) for pharmaceutical and medical device products.

· EPCglobal Track & Trace Work Team

Developed the EPCglobal Pedigree Messaging Standard.

· Auto-ID Data Work Team

Defined the business requirements for the data content of healthcare products for applications of automatic identification data capture systems.

· Instruments & Implants Marking Work Team

Defined the need for marking of instruments and implants based on the practical applications in the hospital and the technical feasibility.

· Serialisation Work Team

Identified serial and lot number size and capacity.

· Carrier Work Team 

Defined the business requirements for data carriers through five sub-teams per product type. Each team focussed on four critical characteristics of carriers: panel size, speed of writing, speed of reading and speed of scanning.

· Standards Development Work Team

Defined the standards development process optimized for the healthcare industry.

· Standards Implementation & Regulatory Affairs Work Team

Developed database of regulatory requirements regarding automatic identification of medical products worldwide and business reasons for those.

· Business Case Work Team

Defined the case for global standards in applications of automatic identification data capture systems.

· EPCglobal Industry Adoption Task Force

Focused on US Rx Drug requirements to develop a roadmap describing suggested practices for all healthcare groups to yield common practices which removes barriers to widespread adoption of Serialization and Pedigree.

Traceability in Healthcare

GS1 Healthcare recognises the severity of the risk of counterfeiting in healthcare and supports any action to combat counterfeiting worldwide. The introduction of unique identification of drugs or medical devices, when appropriate (i.e. when there is risk that the product would be counterfeited), will enable authentication and traceability systems. GS1 Healthcare recognises that unique identification at the unit level may not be feasible or required for certain types of products; however, when it is appropriate, a unique identifier will make it much more difficult for counterfeiters to intrude into the legitimate healthcare supply chain.

To address traceability on a global level and to incorporate all local needs into global standards, the GS1 Healthcare Leadership Team has established a “Traceability in Healthcare Work Team”, which will build upon and continue past activities within GS1 and continue working with all stakeholders at a global level.

The objectives of the work team are:

· To develop the Traceability in Healthcare Standard by the end of June 2008

· addressing national and international legal and regulatory requirements

· addressing business, technical and interoperability needs

· Any resulting change requests will then be submitted to GS1 Global Standard Management Process (GSMP) for ratification

· To develop a Traceability in Healthcare Implementation Guideline and to document Case Studies and Best Practices by the end of December 2008

The work team looks to the healthcare stakeholder community on a global scale for their business requirements for traceability of healthcare products. The work team also ensures that the business requirements are comprehensive, justified and ultimately build a landscape of usage across the globe in the healthcare sector.

The work team builds on the GS1 Global Traceability Standard (defining business rules and minimum requirements to be followed when designing and implementing a traceability system).

For more information on GS1 Healthcare, please visit the website: www.gs1.org/sectors/healthcare
Conclusions

Automatic identification and traceability system will enable verification and authentication of pharmaceuticals throughout the Healthcare supply chain. By harmonising around global standards, solutions can be implemented faster and more effectively than if each market would individually mandate their own. 

GS1 Standards are well suited to meet the specific needs of Healthcare. The GS1 Healthcare user group urges everyone to think beyond borders when it comes to Healthcare supply chain standards and patient safety: global standards are needed to realise all related health and economic benefits. 

GS1Healthcare would welcome and invite the participation of ANVISA in the global standard setting process.
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