Baby Milk Action Comments 2009
European Commissions Options for revising the Parnuts framework Directive 

(Directive 89/398/EEC)

Background
Baby Milk Action is pleased to submit comments for this long-awaited review of the PARNUTs framework Directive, which we have long identified as an obstacle in the efforts to adopt effective EU legislation to protect infant and young child health. 

We believe that the revision of the legislative process (which resulted in the PARNUTs Directive being adopted) was instigated by the European Commission following the 1986 European Parliament sweeping majority vote to implement the International Code of Marketing of Breast-milk Substitutes as a European Directive.  In the run up to this vote, three EP committees had rejected the Commission’s proposals and the Consumer Committee had specifically questioned the scientific basis of including follow-on formulas in the Directive.
  Baby Milk Action and IBFAN objected to PARNUTs because it effectively transferred the power to initiate and finalize legislation to the European Commission -an unelected body - which no longer had to consult Parliament.  Also PARNUTs discussions took place behind closed doors.  

The limitations of PARNUTs constitute a serious fault line which has run through the policy making process in Europe and resulted in dangerous loopholes in legislation which have allowed marketing to continue to undermine infant and young child health - not only in Europe but also globally. Because the Commission has taken responsibility for drawing up the legislation, and has consistently shown itself to put the needs of industry before its responsibility to protect public health, important loopholes regarding claims, composition and marketing have been inserted into legislation which seem to have been non-negotionable and Member States, MEPs and public interest NGOs seem to have been powerless to change this.  

Our recommendations seek to address these problems and to ensure greater transparency and accountability of EU Policy making.  In answer to the specific questions raised in the IP letter 20th August 2009 (CPD/104) we recall the horizontal duty in the EC treaty to promote public health through all the activities of the Union.  high level of human health protection shall be ensured in the definition and implementation of all Community policies and activities. We also provide additional recommendations. Further evidence to substantiate the economic and health benefits of these recommendations – evidence which more than outweighs any costs to industry - can be found in the submissions made by the Baby Feeding Law Group on the consultations on the Infant Formula and Follow on Formula regulations. 
 
Suggested Policy Options:
1
The Status Quo is not acceptable. PARNUTs should be revised.

2 The notification system in Article 9 SHOULD be replaced with a mandatory pre-authorisation system, Foods for infants and young children. Alternatively the PARNUTS Directive needs to be altered to specifically permit other Directives to lay down pre-authorisation procedures for the inclusion of ingredients. 
· The Commission has in the past used the absence of a specific provision in the PARNUTs Directive to argue that any directive arising from PARNUTs cannot include this important safety measure. This is especially important in relation into breastmilk substitutes and foods for infants and young children which are the sole foods of infants for the first 6 months of life and an important part of the young childs diet thereafter. The notification procedure outlined is entirely inadequate and contains numerous loopholes and exceptions. The definitions regarding the scientific justification for the inclusion of new ingredients are also inadequate and out of date. 
· Although the revised EU Directive (2006/141/EC) in many ways improves the essential composition of formulas, this improvement is undermined by the provision on optional ingredients which allows companies to add other food ingredients, as the case may be.This creates opportunities for companies to mislead parents with health and nutrition claims. Baby Milk Action and the Baby Feeding Law Group consider that if an ingredient is essential for health and has proven to be safe by independently funded and independently reviewed research, then it should be a mandatory requirement for all formulas.  
· There is no requirement that the ingredients are evaluated by an independent scientific body prior to introduction onto the market - even though the majority of EU member States and the EU’s advisory body, the Scientific Committee for Food 
, called for this important safeguard. If manufacturers introduce a new infant formula they only have to submit a label to the authorities - and that is all. There is no notification procedure at all for follow-on milks. To make matters worse, follow-milks may be able to carry claims which are supported only by research on adults.
· Breastmilk substitutes are the sole source of nutrition during a critical period of rapid growth and development. Minor modifications can have major effects on infant health. The Report of the Scientific Committee on Food on the Revision of Essential Requirements of Infant Formulae and Follow-on Formulae identified some of problems that have occurred with the introduction of modified infant formulae. Examples included reduced protein availability with impairment of growth; trace element deficiency with severe clinical disease; chloride deficiency with long-term neurological damage and thiamine deficiency with severe clinical disease, including neurological damage and several cases of infant death. The EU Directive’s failure to include a rigorous pre-market authorisation has allowed companies to add any ingredient they choose - before its safety has been properly evaluated - simply to gain competitive advantage, and effectively using European babies in a mass uncontrolled trial. 
· More recently in the USA concerns have arisen about the safety of ingredients added to formula. The Cornucopia Institute in Wisconsin, used US Freedom of Information legislation to obtain information on concerns registered with the Food and Drug Administration (FDA) about adverse reactions to DHA/ARA-supplemented formulae. The FDA questioned the adequacy of information to determine safety and efficacy of the clinical trials required for pre-market approval of these LCPs.  Cornucopia and the National Alliance for Breastfeeding Advocacy (NABA) are petitioning the FDA for labels to warn of the possibility of an adverse reaction to DHA/ARA-supplemented formula. 

· ESPGHAN also made comments in the conclusion of the International Expert Group report on the composition of infant formulae and the issue of established history of apparently safe use, 
 pointing out that problems with infant formulas are not always disclosed, and one should certainly not rely - as ISDI had suggested in its position paper – that consumer phone lines (especially industry-sponsored ones)  provide reliable evidence of safe use. 

· “ESPGHAN wishes to emphasize that there is no evidence available to show that the evaluation of consumer phone line services is sensitive enough to detect adverse effects of infant formulae. On the contrary, for example the very severe adverse effects recently induced by an infant formula with inadequate contents of vitamin B1 (thiamine), which resulted in failure to thrive, severe neurological damage, severe lactic acidosis and even infant deaths (2-4), were not detected by the distributor’s consumer phone line services….”

· The relevant Directives should be revised to reflect these concerns by removing the provisions regarding optional ingredients and requiring a rigorous pre-authorisation system  involving a thorough review of all evidence (which must include independently funded evidence) by an independent body. 

Further comments and recommendations:

3 Transparency and accountability: 
The following ‘whereas’ must be amended or deleted:  “Whereas the drawing-up of specific Directives implementing the basic principles of Community rules and amendments thereto are implementing measures of a technical nature, whereas their adoption should be entrusted to the Commission in order to simplify and expedite the procedure.”

· Directives covered by PARNUTs such as the Infant Formula Directive (2006/141/EC) are not confined to ‘technical’ issues and have a substantial impact on public health policies. It should be mandatory that Parliamentarians and public interest NGOs are consulted and give approval for any changes to legislation relating to any foods for infants and young children – whether or not these products are covered by the PARNUTS Directive. 

· It is not sufficient that the Commission consults only the Standing Committee on the Food Chain and Animal Health (SCFCAH),  in closed sessions with inadequate and partial summary records. There should be publicly available records of these meetings, detailing the opinions of all Member States and the rationale for how decisions are made. Similar records of the working groups should also be made available.

· Observers should be permitted to attend the Expert Meetings and Working Group meetings and give the opportunity to participate in discussion as is the case in Codex Alimentarius and World Health Assembly meetings.

4 The words  “in good health” must be removed from Article 1  (iii)  Despite many attempts to do so, the medical profession is unable to define the term “good health.”  The range of products includes those for infants with special medical conditions. The words are unnecessary and create loopholes. 
5 Policy coherence A new paragraph should be inserted stating that the all articles of the PARNUTS Directive should be in conformity with the World Health Assembly Resolutions on Infant and Young Child Feeding and the Global Strategy on Infant and Young Child feeding and the Global Strategy on Diet, Physical Activity and Health, which all EU Member States have endorsed. The UK Government and all EU Member States have international obligations to implement the International Code and Resolutions which are minimum standards to be implemented in their entirety.  
· Regulatory Impact analysis should take into account the health, social and environmental costs of the proposed changes – not only in Europe but also globally.
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� 	Protecting breastfeeding- protecting babies fed on formula. BFLG response to the consultation on the revised Infant Formula and Follow-on Formula regulations. Pages 8-11. 2007


� 	ibid  Pages 29-33   for example: In the UK, a NICE costing report7  shows how the expected 10% increase in breastfeeding rates due to Baby Friendly Initiative accreditation would result in savings in the cost of treating gastroenteritis , asthma and otitis media (this accreditation removes promotion of breastmilk substitutes, feeding bottles and tests from hospitals in line with the Code).  On the basis of an annual birth rate of 605,634 a 10% improvement in breastfeeding would mean that 60,563 additional babies would be breastfed. Total savings for just these three illnesses and the formula, bottles and teats, would therefore be:


• 	about 17,000 cases of otitis media avoided at a saving of £509,000.


• 	almost 3900 cases of gastroenteritis being avoided, at a saving of £2.6 million


• 	over 1500 cases of asthma being avoided, at a saving of £2.6 million. 


• 	a reduction in the cost of teats and formula of £102,000








� 	Report of the Scientific Committee on Food on the Revision of Essential Requirements of Infant Formulae and Follow-on Formulae  SCF/CS/NUT/IF/65 Final 18 May 2003





� 	� HYPERLINK "http://www.cornucopia.org/replacing-mother-infant-formula-report/" ��Replacing Mother, Imitating Human Breast Milk in the Laboratory� (Jan 08) � HYPERLINK "http://www.cornucopia.org/" ��www.cornucopia.org�


� 	ESPGHAN Comments on the Circular Letter CL 2005/53-NFSDU and on the Synopsis of comments received until 30 April (prepared by Germany) “The question arises whether the ranges of nutrient levels in infant formulae that are reported by ISDI, without documented occurrence of side effects, suffice to establish a “history of safe use”, or even of adequacy of such nutrient levels for infant formulae. ISDI suggests that a history of apparently safe use of products might be based on the use of commercially produced infant formula and the monitoring of spontaneous consumer reports of observations that may indicate a problem with a specific batch of formula. In some areas, such as Europe, Israel and the USA, there are consumer phone line services have been established where parents may call in, usually free of charge, to place questions or complaints to the manufacturer or distributor of an infant formula. ISDI explains that such customer reports are monitored and should provide a tool for post-marketing surveillance of infant formula safety. Based on the evaluation of these consumer phone line services and the absence of detected serious side effects, ISDI implies that a history of safe use has been established for the nutrient levels reported in their compilation. ESPGHAN wishes to emphasize that there is no evidence available to show that the evaluation of consumer phone line services is sensitive enough to detect adverse effects of infant formulae.”
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