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MEMORANDUM








April 5, 2004

TO:

Alison Bodor



National Confectioners Association

FROM:
Robert A. Hahn

RE:

European Union Briefing on Labeling and Traceability of GMOs

______________________________________________________________________________

On March 8, 2004, I attended a briefing by the European Union (EU) on the new EU regulations governing genetically modified (GM) foods.  This memorandum summarizes the briefing.  

Authorization


Only GM foods that have been authorized by the EU may be marketed in the EU.  At the present time, 16 genetically modified organisms (GMOs)
 may legally be marketed in the EU; 8 additional applications are pending.  The EU has established a streamlined authorization procedure for GMOs in food under Directive 2001/18/EC.  To avoid the type of problem of a GM crop authorized for use in animal feed finding its way into human food (e.g., as occurred with StarLink corn), the EU will only authorize GMOs for both uses when it is likely to be used for both human food and animal feed.  GMOs authorized by the EU will be listed in a public register.        

Labeling


The EU has had mandatory labeling of GM foods to indicate the presence of GMOs since 1997, under the EU’s Novel Food Regulations (Regulation (EC) No. 258/97).  A new regulation (Regulation (EC) No. 1829/2003), which will go into effect on April 18, 2004, will supersede the previous regulation and impose stricter labeling requirements.  


Scope


The new labeling requirement will apply to foods that are to be delivered to the ultimate consumer or to mass caterers
 and that either: (1) contain or consist of GMOs, or (2) are produced from or contain ingredients produced from GMOs.
  Thus, the new labeling requirement does not depend on the detectability of genetically modified DNA or protein.  Even highly processed foods, such as highly refined oils, must be labeled if produced from GM material.    


The new labeling requirement will not apply to the following:

· Foods produced with a GMO (e.g., foods produced using a genetically modified enzyme as a processing aid where the enzyme is not present in the finished food);
 

· Foods containing a small amount of GM ingredients that are unintentionally present.  A food is exempt from labeling, provided it contains no ingredient with more than 0.9 percent material containing or produced from GMOs and any such material is adventitious or technically unavoidable.  To establish that such material is adventitious or technically unavoidable, a firm must supply evidence that it has taken appropriate steps to avoid the presence of such material.  A lower threshold may be established in the future.
   

· Foods whose manufacturing commenced before April 18, 2004, provided such products are labeled in compliance with regulations in effect prior to April 18, 2004.  

· Milk or eggs obtained from animals fed GM feed or treated with GM medicinal products.        

Mandated Labeling Disclosures


Foods subject to the labeling requirement must indicate the presence of GM material in the following ways:

· For foods consisting of more than one ingredient, the words “genetically modified” or “produced from genetically modified (name of the ingredient)” must appear in parentheses following the name of the relevant ingredient in the ingredients declaration or in a footnote to the ingredients declaration.  If the relevant ingredient is designated by the name of a category, the words “contains genetically modified (name of organism)” or “contains (name of ingredient) produced from genetically modified (name of organism)” must appear in the ingredients declaration or in a footnote to the ingredients declaration.    

· For foods with no ingredients declaration (e.g., foods consisting of a single ingredient), the words “genetically modified” or “produced from genetically modified (name of organism)” must appear clearly in the labeling.

· For foods that are offered for sale as non-pre-packaged foods, and for pre-packaged foods in small containers of which the largest surface has an area less than 10 square centimeters, the required labeling statement must appear permanently and visibly, in a font sufficiently large for it to be easily identified and read, on or immediately next to the food display or on the packaging material.  

· If the food is different from its conventional counterpart in terms of composition, nutritional value or effect, intended use, or implications for the health of certain sections of the population, or where the food may give rise to ethical or religious concerns, the labeling must also mention the relevant characteristic or property. 


Implementation


The EU is expected to issue detailed rules for implementation of the new labeling regulation.  Penalties for violations of the new regulation are to be set by the EU member states.  The regulation specifies that such penalties must be effective, proportionate, and dissuasive.


During a question and answer session, EU officials offered the following additional information about implementation:

· Manufacturers and ingredient suppliers are not required to test foods for GM material.  Each party in the chain of distribution is merely required to pass GM information along to the next party in the chain.  (See discussion of traceability below.)  Manufacturers will obtain the information they need to comply with the labeling requirement from their suppliers.

· A label statement that a product “contains GMOs” (e.g., on the principal display panel) is probably permissible, provided the GM ingredients are also identified in the ingredients declaration.  EU officials said that this question has not yet arisen in Europe, perhaps because of the current unpopularity of GM foods there.

· A label statement “GM free” may be made only if there is a GM version of that particular food authorized in the EU.  Some EU member states also have guidance on use of “GM free” statements.  Manufacturers that use such statements must be prepared to demonstrate that the food is free of GM material.  Such statements are rarely used in the EU, because Greenpeace and other watchdog groups test products making such claims.

· If a product were to incorrectly identify a non-GM ingredient as genetically modified, this probably would not be a violation.  EU officials noted that it is difficult to prove that a particular lot of food contains no GMOs; even though one sample tests negative for GM material, this does not conclusively prove that the lot contains no GM material.

· Required label information may be applied using stickers, provided the stickers are permanent.

· Mass caterers are not required to identify GM foods on menus.  However, individual member states may require this.  The United Kingdom currently requires restaurant labeling, but may rescind this requirement. 

· The EU has no plans at this time to undertake special investigations or enforcement activities to ensure compliance with the GM labeling regulation.    

Traceability

  
While the EU has had traceability for certain products for many years, new Regulation (EC) No. 1830/2003 will create traceability requirements for all GM foods.  The objective is to trace products containing or produced from GMOs through the entire production and distribution chain.  The purpose of traceability is to: verify labeling statements, monitor potential effects on health and the environment, and withdraw GM foods should an unforeseen risk arise.


Scope


Like the labeling regulation, the new traceability regulation applies to food consisting of, containing, or produced from GMOs.  

Foods that contain only traces of GMOs that are adventitious or technically unavoidable and below the thresholds set in the labeling regulation are also exempt from the traceability regulation.  In addition, where EU legislation provides for a specific identification system for a food product, such as lot numbering for pre-packaged products, companies shall not be required to retain records concerning that product, provided such information and the lot number are clearly marked on the package and lot number information is retained for five years. 


Traceability


The new regulation defines “traceability” as “the ability to trace GMOs and products produced from GMOs at all stages of their placing on the market through the production and distribution chains.”  This means that each “operator”
 in the chain of production and distribution must transmit certain information in writing to the next operator in the chain, and must retain certain records of the transaction.

The information that must be passed along differs depending upon whether the product in question is a food consisting of or containing GMOs or a food produced from GMOs.  

· In the case of a food consisting of or containing GMOs, each operator must ensure that the following information is transmitted in writing to the next operator in the chain of production or distribution: (1) the fact that it contains or consists of GMOs (i.e., for pre-packaged products, the statement “This product contains genetically modified organisms” or “This product contains genetically modified [name of organism(s)]” must appear on the label), and (2) its “unique identifier” (i.e., the numeric or alphanumeric code assigned to that particular GMO which identifies it on the basis of the authorized transformation event from which it was developed).  

· In the case of a food produced from GMOs, each operator must ensure that the following information is transmitted in writing to the next operator in the chain of production or distribution: (1) an indication of each of the food ingredients produced from GMOs, and (2) if the product has no ingredients declaration, an indication that the product is produced from GMOs.   

Moreover, operators trading in such products must have in place recordkeeping systems to ensure retention of this information, as well as identification of the operator from whom the covered product was delivered and the operator to whom the covered product was sent, for a period of five years from the date of each transaction.


Traceability begins with the company that sells GM seed.  The company selling the seed must inform the purchaser in writing that it is genetically modified and its unique identifier, and must maintain a register of businesses that have bought GM seeds.  The farmer that harvests a GM crop must provide the same information to his/her customers, and must maintain a register of businesses to which he/she has sold GM crops, and so on.  The information indicating that a particular seed, crop, or food product is genetically modified may be in accompanying documentation, as long as it is conveyed to the next party in the chain.  Thus, U.S. suppliers are required to notify their EU customers if a product they supply is genetically modified and what specific GM material it contains, and they must retain the required records for five years from the date of the transaction.

*
*
*
*
*

     
We hope this information is helpful.  If you have any questions, or would like copies of the EU regulations discussed in this memorandum or the materials distributed at the briefing, please let us know.

RAH:jdm

� GMOs are organisms in which genetic material has been altered in a way that does not occur naturally by mating or natural recombination.  It includes organisms produced using recombinant DNA technology, also known as genetic engineering, bioengineering, or biotechnology.  The definition of GMOs encompasses genetically modified microorganisms (GMMs).  See EU, Questions and Answers on the regulation of GMOs in the EU (Memo/04/16) (Jan. 28, 2004).


� 	“Mass caterers” are restaurants, hospitals, canteens, and other similar institutions.  Directive 2000/13/EC, Article 1.





� 	“Produced from GMOs” means derived, in whole or in part, from GMOs, but not containing or consisting of GMOs.





� 	Note that the EU regulation distinguishes between food produced from a GMO (e.g., corn starch made from GM corn) and food produced with a GMO (e.g., alcohol made using GM yeast in the fermentation process).  The former is subject to the labeling requirement; the latter is not, provided it contains no detectible GM material.





� 	In addition, until April 18, 2007, a food will be exempt from labeling if it contains or is produced from GMOs in a proportion no higher than 0.5 percent, provided: (1) the presence of GMOs is adventitious or technically unavoidable; (2) the GM material has a favorable opinion from the Community Scientific Committee or the European Food Authority prior to April 18, 2004; (3) the application for its authorization has not been rejected; (4) detection methods for the GM material are publicly available; and (5) the manufacturer can establish it has taken appropriate steps to avoid the presence of GM materials.


� 	“Operator” is defined as “a natural or legal person who places a product on the market or who receives a product that has been placed on the market in the Community…. at any stage of the production or distribution chain, but does not include the final consumer.” 





