Compilation of Official Action: 

Risk of Contamination of Powdered Infant Formula 

with Enterobacter sakazakii
	In response to the urgent situation regarding contamination of powdered infant formulas by the highly virulent Enterobacter sakazakii, several Governments of WHO Member States and international organizations have issued alerts (see below, in chronological order).

IBFAN, the International Baby Food Action Network, values the actions taken by individual governments towards the reduction of risks associated with the contamination of powdered infant formulas. In view of the seriousness of the situation, a number of governments, including those of the European Union, have taken steps to communicate information to health professionals. 

However, this leaves the burden of responsibility on health care providers; furthermore, it does not fulfil the right of all parents and care-givers of babies and young children to receive accurate and up-to-date information, free from commercial pressures. Only such information enables them to make informed decisions that are in the best interests of the child and that contribute to the child’s right to the highest attainable standard of health. 

Thus further measures must be taken to assure that all care-givers are adequately warned about the inherent risks in using powdered infant formulas.

     


United States of America

On April 11 2002, the US Food and Drug Administration (USFDA) sent a Letter to Health Care Professionals: 

“The USFDA is writing to inform you about a growing body of information pertaining to Enterobacter sakazakii infections in neonates fed milk-based powdered infant formulas. One study tested milk-based powdered infant formula products obtained from a number of different countries and found that E. sakazakii could be recovered from 20 (14%) of 141 samples. The majority of cases of E. sakazakii infection reported in the peer-reviewed literature have described neonates with sepsis, meningitis and necrotizing enterocolitis, and the case-fatality rate among infected neonates has been reported to be as high as 33%.

As background information for health professionals, USFDA wants to point out that powdered infant formulas are not commercially sterile products”. 

In view of the high mortality rate due to invasive disease caused by E. sakazakii, health professionals are asked to report adverse events to the USFDA’s MedWatch.   

Germany 

On 13 May 2002, the Federal Institute for Consumer Health Protection sent a Statement giving its position on infections caused by E. sakazakii. The possible risks and fatal consequences are clearly stated; the Statement notes that mortality rates are very high (between 50-75%) in the large number of cases of meningitis that are caused by powdered infant formula contaminated by E. sakazakii. 

The warning is given that:

· powdered infant formulas are not sterile;

· strict food safety procedures should be followed in preparation of feeds, because the bacteria develop in prepared formula if it is kept warm for more than 40 minutes;

· formulas should be monitored for bacterial contamination.

Belgium 

On 21 May 2002, the Conseil Supérieur d’Hygiène, or Food Safety Council, circulated an Order which emphasises that powdered infant formula is not a sterile product and recommends that all kitchens in hospitals and maternity wards should comply with food safety regulations and that breastmilk should be used in these services. The Council advised against the use of ready-to-feed formulas and stated that:

“Only a limited number of medical reasons can justify free artificial feeding of some infants. These medical reasons include: Serious illness of the mother (eg. psychosis, pre-eclampsia, shock), when a mother takes medicine which is not compatible with breastfeeding (eg. cytotoxic, radioactive medicines), a congenital metabolic anomaly in the newborn (eg. galactosemia, phenylketonuria), a very low birth weight (<1500 grams), serious dysmaturity of the newborn, etc. A mother’s personal choice not to breastfeed is obviously not considered to be a medical reason for “having to feed the infant artificially.

Furthermore, studies have proved that the distribution of milk powders to mothers (during their stay in hospital) has a negative influence on the duration of breastfeeding. Maternity wards that really want to support breastfeeding should examine their habits, mainly with respect to the distribution of “free samples”. Moreover, these practices raise questions about the independence of the hospital and can even cause conflicts of interest.

Given that the success of breastfeeding is directly related to start in life, we recommend that maternity wards and hospitals worldwide install the valid criteria set out by the “Baby Friendly Hospital Initiative”.

Canada 

On 7 October, 2002, Health Canada issued a Health Professional Advisory:  “Although premature infants and those with underlying medical conditions may be at highest risk, healthy infants may not always be immune to Enterobacter  sakazakii infections”. 

Health Canada draws attention to the fact that:

· Powdered infant formulas are not commercially sterile products. 

· Human milk fortifiers which are added to preterm breast milk are also available in powdered form. Likewise, formulas for infants with metabolic conditions are available only in powdered form. 

· Powdered soy-based infant formulas may also become contaminated with E. sakazakii.
Health Canada recommends that whenever possible, an alternative to powdered formulas, such as ready-to-feed and concentrated liquid formulas, should be chosen in the NICU setting and for immuno-compromised infants.

Submission by the USA and Canada of a Risk Profile for E. sakazakii to the Codex Alimentarius Committee on Food Hygiene (CCFH)

In January, 2003, the USA and Canada requested that an additional item be included in the 35th session of the CCFH, for the revision of the Food Code for Infants and Children. The Risk Profile states that the mortality rates from E. sakazakii infection are affected by increasing antibiotic resistance. “The illness caused by E. sakazakii is often severe and life-threatening, with significant long-term sequelae in those who recover, particularly if the infection involves the central nervous system”. The Risk Profile notes that neonates in hospital settings are most at risk for potentially fatal infections, there have been fatal outcomes in older infants at home: “Although most reported cases have involved infants, reports have described infections in children and adults as well”, as well as that: “Published reports of E. sakazakii infections are largely from developed nations, and even there a significant level of under-reporting of infections is likely.  The lack of reports from developing countries is likely due to lack of recognition of the problem rather than there being no illness” (emphasis added).

Other studies have also noted that there may be “significant under-reporting” of the problem. The Codex Committee on Food Hygiene has therefore established a Working Group to discuss the proposed International Code of Hygienic Practice for Infant Formula. However, this is a long drawn-out process and no results can be expected before 2010 at the earliest. 

 
The Netherlands

On 30 October 2003, the Dutch Food Safety Authority wrote a Letter to the Minister of Health of the Netherlands informing of the Authority’s advice regarding E. sakazakii in powdered infant formula, based on studies in 2002 and 2003 investigating the presence of E. sakazakii in these formulas:

· “The presence of Enterobacteriaceae and specifically Enterobacter sakazakii is to be labelled as dangerous and as a risk in the hygiene codes that are applicable to formula producers”.

· “The starting point for the norm for powdered formula is that there should be no E. sakazakii detectable”.

New Zealand

On August 27, 2004, the New Zealand Ministry of Health and the Food Safety Authority issued a Strengthened Advice on Infant Formula. The Advice states that: “Enterobacter sakazakii is a bacteria reported internationally as being commonly found in both the environment and at very low levels in infant formula. Therefore:

· Hospital neo-natal units have been advised that premature babies who are not breast fed should now be fed ready-made liquid formula instead of powdered milk formula”. 

· Given the risk that “some bacteria, which can be present in the formula in very small amounts, which when mixed with water and stored above 4° C can grow to a level able to cause sickness, and in extreme cases, death, health authorities should recommend to parents and care-givers that “Breast is best!” 

· If no alternative to powdered formula is available for higher risk babies, then strict preparation and administration guidelines should be followed to minimise infection risk. Parents of premature babies should seek advice from their neonatal health unit staff”. 

European Union: European Food Safety Authority 

On 18 November 2004, the European Food Safety Authority’s (EFSA) Scientific Panel on Biological Hazards (BIOHAZ Panel) published an opinion relating to microbiological risks in infant and follow-on formulae. The Panel concluded that Salmonella and Enterobacter sakazakii are the micro-organisms of greatest concern, because, as the press release states: “The presence of Salmonella and Enterobacter  sakazakii in infant formulae, follow-on formulae and formulae for special medical purposes constitutes  a considerable risk if conditions after reconstitution permit multiplication. While healthy infants and young children can tolerate the consumption of a low number of these micro-organisms, infants at greatest risk are neonates (up to ca. four weeks), particularly pre-term infants, low-birth-weight or immunocompromised infants. Therefore, in order to minimise the risks Salmonella and E. sakazakii should not be present in formulae given to these ‘high-risk’ groups, for instance by giving ready-to-feed commercially sterile formula”. 

The EFSA Panel’s advice includes:“Caregivers in hospital neo-natal units should be repeatedly alerted that powdered infant formula is not a sterile product, and that infectious organisms (e.g. salmonellae, E. sakazakii) can survive in these products over prolonged periods of storage and multiply in the reconstituted feed if held at temperatures permitting their multiplication. After feeding any remaining formula should be discarded”. Care-givers for high-risk infants should use “ready-to-feed commercially sterile formula, and if that is not possible, formula should be reconstituted with water > 70°C, or heated after reconstitution, noting that there may be negative nutritional consequences”.
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Technical Briefing prepared by the International Baby Food Action Network, November 2004. 

IMPORTANT NOTE: This paper is being revised to include action taken by the Governments of Algeria, France and Hong Kong following the deaths of infants in France in December 2004. 
