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	From:                                  Dr Chris Jones, Acting Chief Medical                       Officer/Medical Director NHS Wales

	Date:			            4 May 2016 

	Reference:		            CEM/CMO/2016/2a

	Category:		            Non Urgent  (Cascade with 5 days)

	Title:	Live Attenuated Vaccines: Avoid Use In Those Who Are Clinically Immunosuppressed, Including Neonates

	What is this about:            Healthcare professionals working in primary and secondary care should ensure that clinically significant immunosuppression in a patient, including infants born to mothers receiving immunosuppressive treatment, is identified before administration of a live attenuated vaccine.

	Why has it been sent:        For your information and to pass on to relevant             
                                             colleagues.

	
	

	
	


Dear Colleague,
I would like to remind healthcare professionals that:
· Live attenuated vaccines should not routinely be given to people who are clinically immunosuppressed (either due to drug treatment or underlying illness).
· It is important for healthcare professionals who are administering a particular vaccine to be familiar with the contraindications and special precautions before proceeding with immunisation.
· Specialists with responsibility for an immunosuppressed patient who may be in a group eligible for a live attenuated vaccine should include in their correspondence with primary care a statement of their opinion on the patient’s suitability for the vaccine. 
· If primary care professionals are in any doubt as to whether a person due to receive a live attenuated vaccine may be immunosuppressed at the time, immunisation should be deferred until secondary care specialist advice has been sought, including advice from an immunologist if required.
· Close contacts of immunosuppressed individuals should be fully immunised to minimise the risk of infection of vaccine-preventable diseases in immunosuppressed individuals.
Background
Some recommended vaccines contain live, attenuated (weakened) organisms, which work by mimicking natural infection. Live attenuated vaccines should not be given to people who are clinically immunosuppressed (either due to drug treatment or underlying illness) because the vaccine strain could replicate excessively and cause an extensive, serious infection.
A minor immunodeficiency may not necessarily contraindicate vaccination, and the Summary of Product Characteristics[footnoteRef:1] for a particular vaccine will explain specific contraindications and warnings. The Green Book (Immunisation against infectious disease) should also be consulted. [1:  Summaries of Product Characteristics for vaccines and other medicines can be found on the electronic medicines compendium (eMC) website or on the website of the European Medicines Agency.] 

The Medicines and Healthcare Regulatory Agency (MHRA) has received recent Yellow Card adverse reaction reports in which immunosuppressed patients have received a live attenuated vaccine, some of which resulted in severe infection and death.
Fatal BCG infection in neonates after in utero exposure to TNFα antagonist
MHRA has received four Yellow Card reports regarding neonates who have died from disseminated BCG or tuberculosis infection after exposure to a TNFα antagonist in utero; they were probably not known to be immunosuppressed at the time of vaccination. 
As a precaution, any infant who has been exposed to immunosuppressive treatment from the mother either in utero during pregnancy or via breastfeeding should have any live attenuated vaccination (e.g. BCG and rotavirus vaccine) deferred for as long as a postnatal influence on the immune status of the infant remains possible. 
In the case of in utero exposure to TNFα antagonists and other biological medicines, this period should be until the infant is age 6 months, after which time vaccination should be considered, if indicated. 
Shingles vaccination in elderly patients with immunosuppression
MHRA has received Yellow Cards reporting that several elderly patients have received shingles vaccine (Zostavax) at a time when they were possibly immunosuppressed (e.g. due to treatment for a transplant or due to lymphoproliferative disorders). The suspected adverse reactions reported in these Yellow Cards are possibly a consequence of a disseminated viral infection caused by the vaccine strain.
It is important for all healthcare professionals to be familiar with the contraindications and special precautions associated with the shingles vaccine before proceeding with immunisation.
Reminder regarding close contacts of immunosuppressed individuals
To minimise the risk of infection in immunosuppressed individuals for whom live vaccines are contraindicated, their close contacts should be fully immunised according to the UK schedule, as a matter of priority. Close contacts of severely immunosuppressed individuals should also be offered vaccination against varicella and influenza. This will reduce the risk of exposure of vulnerable individuals to the serious consequences of vaccine-preventable infections.
Reporting of suspected adverse reactions to vaccines or medicines
Please continue to report suspected adverse reactions to vaccines and other medicines to the Yellow Card Scheme.
When a medication error has occurred (e.g. vaccination of a contraindicated patient), the MHRA is responsible for reviewing reports of medication errors resulting in harm and these should be reported via the Yellow Card Scheme. Reports of medication errors in the absence of harm should be reported to the Welsh Government’s Healthcare Quality Division at: Improvingpatientsafety@wales.gsi.gov.uk.

Yours sincerely	
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Dr Chris Jones
Acting Chief Medical Officer/Medical Director NHS Wales
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                                                                                      Appendix 1


To:   

NHS Wales Shared Services Partnership to forward to:
    
              All General practitioners - please ensure this message is seen by all
              practice nurses and non-principals working in your practice and         
              retain a copy in your  ‘locum information pack’.
              All Community Pharmacists
              Deputising services
              HB Chief Pharmacists
              HB Prescribing Advisers
              Independent/Private clinics and Hospitals and Hospices throughout           
	   Wales
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 Health Boards and NHS Trusts

	Chief Executives
	Medical Directors 
             	Nurse Directors
	Directors of Public Health 
	Immunisation Leads
	Infectious Disease Departments
	Paediatricians
	Rheumatologists
	Oncologists 
	Consultants in Respiratory Medicine	
	Chief Pharmacists

Public Health Wales:      

	Chief Executive
	Director of Public Health Services   
	Director of Health Protection             
	Consultants in Pharmaceutical Public Health
	Consultants in Communicable Disease Control  
	Regional Epidemiologists 	
	Consultant Medical Microbiologists 
	Health Protection Nurses
	Vaccine Preventable Disease Programme
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