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VITAMIN K

This paper provides guidance for midwives on issues relating to the administration of Vitamin K to the newborn. The Department of Health recommends that all newborn babies should receive an appropriate Vitamin K regimen, to be agreed with the parents’ informed consent.  The RCM urges midwives to ensure that all parents are supported to reach their own informed decision on whether their infant should be given Vitamin K orally, intramuscularly, or not at all.  It reminds midwives of their need to comply with legal requirements in the administration of Vitamin K, and calls for further research into the efficacy and safety of routine prophylactic administration of Vitamin K.

Background

Vitamin K was initially administered selectively to prevent haemorrhagic disease of the newborn in babies who had instrumental deliveries, or required medical care at birth (Von Kries, 1998).  However, since the 1970s paediatricians have increasingly recommended that all newborn babies be given vitamin K prophylactically to protect against an emerging, very rare but serious condition of late Vitamin K Deficiency Bleeding (VKDB) (McNinch et al, 1983). 

VKDB occurs in one in every 10,000 live births in the UK each year.  It results in intercranial bleeding that may cause permanent disability.  It has a significant mortality rate of 20%.  Although the numbers involved are small, it is not possible to predict with accuracy which infants may be at risk, or when the condition is likely to occur.  By the 1990s it had become custom and practice to administer vitamin K intramuscularly, not just to babies at high risk - those born prematurely or via caesarean or instrumental delivery - but also to almost all newborn babies.  Many parents and professionals were therefore alarmed by the publication of research findings which suggested a tentative link between the intramuscular administration of vitamin K and childhood cancers (Golding et al, 1992). (No link was detected with oral administration.)  This research prompted further studies and widespread debate over the rationale for routine prophylaxis, and over the methods of administration.  

In 1997 the Department of Health set up a panel of experts to review all the available evidence from epidemiological studies.  They concluded that the available data do not support the link between intramuscular vitamin K prophylaxis and increased risk of childhood cancers, but that because of limitations of the data, a small risk of leukaemia cannot be excluded (Department of Health, 1998).   They concluded that:

1. Vitamin K prophylaxis is effective in preventing VKDB. 

2. All newborn babies should receive an appropriate vitamin K regimen, to be agreed with the parents’ informed consent.

3. Vitamin K can be given either by intramuscular injection or by using an oral preparation.

This advice has been echoed in guidance from the Scottish Office (1998) and the Department of Health and Social Services in Northern Ireland (1998).

The Department of Health has also developed an information leaflet for parents, which will be disseminated via maternity units, GPs and health clinics.

Administration

There are two possible routes of vitamin K administration, each with its own benefits and drawbacks.

The oral route

Oral administration is not associated with any increased risk of childhood cancer.  An oral preparation (Konakion MM; Roche Pharmaceuticals) has now been licensed, and is administered as 2mg at birth, at one week and at one month (total dose 6mg).  The efficacy of this regimen has not yet been established; it is complex to administer and requires high parental motivation.  This remains at present the only oral preparation that is licensed; other oral preparations can only be individually prescribed  by a doctor,  at his or her own risk.

The intramuscular route

Intramuscular administration is more convenient for NHS staff.  It is inexpensive and easy to administer.  However, it is painful for the baby and may be distressing for the parent.  Moreover, many parents may have concern about possible links with childhood cancer, and until this is definitely disproved, they may prefer to avoid this route.

The role of the midwife in Vitamin K prophylaxis

1. Midwives should provide accurate, unbiased information for parents in the antenatal period, to facilitate their informed choice over vitamin K prophylaxis.

2. Midwives should also ensure that parents understand their rights to choose which method of administration they prefer, or indeed to decline prophylaxis for their child.

3. Babies at high risk of VKDB will usually require intramuscular vitamin K prophylaxis as soon as possible.  This does not reduce the need to keep parents informed and to obtain their consent.  

4. Midwives may administer the licensed preparations of vitamin K, both orally and intramuscularly, on the authority of a standing order or block prescription.  They may only comply with a request to administer other preparations of oral Vitamin K if a medical practitioner has written an individual prescription.  They may not on their own authority administer any preparation through a route other than that for which it was specifically licensed.

5. When oral prophylaxis has been chosen, midwives should ensure effective communication between midwives, parents, health visitors and GPs at the time of postnatal transfer, to ensure the baby returns for its vital third dose.

RCM recommendations

1. Scottish Office and Department of Health guidelines recommend that all newborn babies receive an appropriate vitamin K regimen to prevent VKDB.  The RCM advises midwives to familiarise themselves with this guidance, and with current evidence on the risks and benefits of prophylactic administration of vitamin K to the newborn.  Any concerns or queries about this should be raised with the Supervisor of Midwives.

2. The RCM does not take a position on the current state of research evidence on the safety and efficacy of vitamin K prophylaxis, or on the desirability of routine administration.  However, it welcomes the Department of Health’s work in this area, and calls for further research to clarify the existing areas of uncertainty in relation to the tentative link between intramuscular administration of vitamin K and childhood leukaemia.

3. Every Trust should have a clear protocol concerning the administration of vitamin K.  This should be developed in consultation with midwives, paediatricians and maternity service users, incorporating Department of Health guidance and reflecting best practice.

4. It is up to parents to decide whether their child should receive vitamin K, and how.  It must be recognised, however, that it will be difficult for many parents to evaluate the risks and benefits of vitamin K prophylaxis.  Therefore, they will be very vulnerable to professional suggestion.  Midwives should, individually and as part of unit-wide policy development, discuss appropriate communication strategies for helping parents reach a clear understanding of the issues and the relative risks.  This will include the use of written materials, link workers, advocates and interpreters, where appropriate.

5. The RCM reminds midwives that Konakion MM (Roche) is the only product licensed for oral use, and that this can be administered under standing orders or block prescriptions.  However, midwives are not authorised to administer an unlicensed product on the authority of a standing order or block prescription, according to the Medicines Act 1968. Any concerns about this should be raised with the Supervisor of Midwives.  

6. The argument that breastfed babies are at higher risk of vitamin K deficiency should not in any way undermine the promotion of breastfeeding as the best start in life. 

7. It remains important for midwives to be alert to episodes of minor bleeding and to prolonged jaundice in infants.
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