UNICEF UK Baby Friendly Initiative

Research trials for formula milks taking place in Baby Friendly Hospitals

The Baby Friendly Initiative has recently received a number of queries regarding proposals for research trials into specialist formula milks taking place in British maternity hospitals. These trials are sponsored by manufacturers of breastmilk substitutes and may include payments made to hospitals and individuals. This matter was taken to the Baby Friendly Initiative’s Designation Committee on 14 March 2006 and the following position agreed. 

The Committee wished to make clear that the Baby Friendly Initiative fully supports research into the improvement of formula milks so that the damage done to infant health from not breastfeeding is kept to a minimum. However, health professionals have a duty to ensure that any such research does not compromise best practice for breastfeeding or the right of parents to make fully informed choices about how to feed their baby. The following points are for consideration:

· Step 3 of the Baby Friendly Initiative best practice standards requires that all pregnant women be informed of the benefits and management of breastfeeding. Experience has shown that it is much harder for health professionals to give this information and encourage full discussions with women if feeding intention is recorded in the antenatal period. Therefore, the Committee recommends that health professionals avoid agreeing to any research proposals which require women to state a feeding intention in the antenatal period. 

· A number of proposals are targeted at families with a history of allergy. To allow a fully informed choice it is important that such parents be given specific information that breastfeeding will provide better protection from allergy than any formula milk. Therefore, it is recommended that health professionals ensure that research proposals make clear to parents prior to recruitment into any trial that they are advised to choose exclusive breastfeeding (even if this means that they cannot take part in the trial). 

· Step 4 of the Baby Friendly Initiative best practice standards requires that all mothers be encouraged to have prolonged skin contact with their baby in an unhurried environment after delivery which leads to an offer of help with a first breastfeed. Eliciting feeding intention from the mother prior to this offer of a first breastfeed can make the implementation of this best practice standard more difficult. Therefore, health professionals are advised to ensure that mothers are only recruited into these trials after having prolonged skin contact with their baby and an offer of help with a first breastfeed. Only if the mother states an intention to formula feed at this point should recruitment into the trial be introduced. 

· Step 6 of the Baby Friendly Initiative best practice standards requires that no food or drink other than breastmilk be given to breastfed babies unless clinically indicated or as a result of a fully informed choice by the mother. It is important that health professionals ensure that any research proposals make clear that breastfeeding mothers whose babies require a supplement of formula milk for clinical reasons or who request a supplement of formula milk will not recruited into these trials. Only mothers who have made a definite decision to exclusively formula feed from birth should be eligible for recruitment. 

· All Baby Friendly facilities are required to adhere to the International Code of Marketing of Breastmilk Substitutes and all subsequent relevant World Health Assembly (WHA) Resolutions. When considering any research proposals health professionals are advised to ensure that the International Code and subsequent Resolutions will not be violated. This includes ensuring that there will be no advertising for breastmilk substitutes including manufacturers’ logos on written information. Consideration of WHA Resolution 49.15 is also relevant
.  

· Both the International Code and subsequent Resolutions and the Infant Formula and Follow-on Formula Regulations 1995 require that all information on infant feeding intended for parents include clear statements and information about the superiority of breastfeeding. Health professionals are advised to ensure that the required statements are included on all written information pertaining to the trial which is intended for parents. 

If you require further information, please contact the Baby Friendly Initiative at bficoord@unicef.org.uk or Tel. 020 7312 7612. 

23 March 2006
� WHA Resolution WHA 49.15 (1996) Infant and Young Child Nutrition. “Urges Member States to take the following measures: (2) to ensure that the financial support for professionals working in infant and young child health does not create conflicts of interest, especially with regard to the WHO/UNICEF Baby Friendly Hospital Initiative;”.





