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	10 Reasons for informative labelling of powdered infant formulas


Powdered infant formulas are not sterile products and may be contaminated with E. sakazakii, a highly virulent, heat tolerant member of the Enterobacteriaceae family. The intrinsic contamination of powdered formulas occurs during the manufacturing process. Parents and caregivers have the right to full information on which they can base their infant feeding decisions.

1. E sakazakii has been isolated from as many as 14% of samples tested for Enterobacteriaceae. Yet all were in compliance with Codex Alimentarius criteria for bacterial counts.

2. A number of outbreaks of neonatal E. sakazakii infections have traced the causative organism back to unopened containers of powdered formula.

3. E. sakazakii infections are associated with serious, life threatening conditions, mainly meningitis, necrotizing enterocolitis and bacteremia. Although all infants fed powdered formulas are at risk for E. sakazakii infections, neonates, low-birth weight, premature and immunocompromised infants are at even greater risk. Currently the extent of illness and death associated with E sakazakii infections in most parts of the world is unknown. 

4. Neonatal infections caused by E sakazakii have a reported mortality rate ranging from 20% to 50%. The organism is increasingly more resistant to antibiotic treatment. 

5.  E. sakazakii is a highly heat-tolerant organism. Powdered infant formulas cannot be sterilized, as this would compromise the nutritional adequacy of the product. Thus heat treatment of the product during manufacturing is limited. 

6. Infant formula is designed to be the sole source of food for infants for the first six months of life. The number of 500g or 450g tins required to exclusively formula feed infants for this duration would be 40 or 45 respectively. Up to 14% of these tins selected from supermarket and pharmacy shelves may be contaminated. 

7.  To reduce the risk of infection for formula fed infants when the product is reconstituted, stringent recommendations for preparation, handling and storage are essential. Factors that make adherence to such recommendations difficult and perhaps unrealistic include: normal infant feeding behaviours such as frequent feeding and night-time feeding, high rates of poverty and low levels of literacy as well as limited access to refrigeration and fuel.   

8. In countries where refrigeration is not available and accessible for the majority of parents and caregivers, the risk of infection increases one thousand fold. 

9. The majority of parents and caregivers share the misconception that powdered infant formulas are sterile and safe to use. Parents have the right to full information about infant feeding products, including the risks associated with the use of infant formula products. Such information must also be available on the labels of powdered infant formulas and must be clear, visible and understandable. 
10. The mandate and responsibility of the World Health Assembly is to uphold the principle of the highest attainable standard of health as a fundamental human right. Hence the role of WHA is to show leadership and guidance to Codex and Member States. WHA must therefore take specific action to address the health consequences of contaminated formulas and recommend the safeguards that Member States have to put in place immediately to reduce the disease and mortality risks associated with this urgent public health concern.
