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1. BACKGROUND 
 

1.1 Human tuberculosis (TB) is caused by infection with bacteria of the 
Mycobacterium tuberculosis (M. tuberculosis) complex and may affect almost any 
part of the body. The most common form is pulmonary TB, which accounts for 
approximately 50% of all cases in the UK. Non-respiratory forms of TB are more 
common in young children in communities with connections to areas of the world 
with high prevalence, and in those with impaired immunity. Most cases of TB in 
the UK are the result of reactivation of latent TB acquired abroad rather than 
cases of primary TB. TB is usually acquired through the respiratory route, by 
breathing in infected respiratory droplets from a person with infectious respiratory 
TB. Transmission is most likely when the index case has sputum that is smear-
positive for the bacillus on microscopy, and after prolonged close contact, such 
as living in the same household.  

 
1.2 Levels of tuberculosis in the UK were high in the nineteenth and early twentieth 

century but have fallen steadily over the last hundred years in line with 
improvements in housing and nutrition as well as the advent of anti-tuberculous 
drugs and BCG vaccination. However, TB remains common in many parts of the 
world. In the late 1980s this trend reversed, and TB rates rose by 65%, peaking 
in 2011. This resurgence was largely due to migration of people to the UK from 
countries with high TB rates; approximately 2/3 of TB patients are born outside 
the UK.1 Over the last 7 years there has been a steady decline in TB incidence in 
England, which is thought to be due to a combination of the pre-entry active TB 
screening programme (for all migrants coming from countries with a high TB rate 
as part of their visa-application process) and the Latent TB screening programme 
of high-risk New Entrants to the UK. 

 
1.3 In 2005, the Chief Medical Officer recommended that the universal BCG 

vaccination programme in school be stopped and immunisation should be offered 
to those at greatest risk of catching TB. This was due to the changing trends in 
TB epidemiology (see below). New NICE guidance was also produced and the 
Department of Health immunisation guidelines (‘The Green Book’) were revised.   

 
The reasons for the changes included:- 

 
a) The epidemiology of TB had changed  
The TB rate is very low in the indigenous UK population (4 cases/100,000 
population) and is not increasing. The rate is high (~40/100,000) in people born 
abroad in all age groups. There is little transmission from immigrants to the 
indigenous community. Children usually get TB from the adults they are living 
with, and seldom transmit TB to other children. 
 
b) Vaccine efficacy 
Only one dose of BCG is recommended as there is no evidence that repeat 
vaccination offers significant additional protection and may result in a severe 
reaction. Protection is thought to be no more than 80%. It is least effective 
against respiratory TB and most effective in preventing severe forms of the 
disease in childhood, such as TB meningitis. There is little evidence the vaccine 
works if given over the age of 16 years and virtually no evidence that it works if 
given over the age of 35 years. It is not recommended in those over 16 years 
unless the risk of TB exposure is appreciable (eg in Healthcare Workers). Data 
have shown that protection can last for more than 15 years, and recent evidence 
has reported that it may still be protective up to 60 years after immunisation. 
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c) Vaccine safety 
BCG is a live vaccine which can cause disseminated disease in 
immunocompromised individuals. In addition, unpleasant local reactions following 
vaccination are not uncommon, and other side effects such as headache or fever 
can be experienced.  
 
d) Cost-effectiveness 

 
The Green Book recommends the use of the vaccine for all neonates born in 
areas of the UK with TB rates above 40 cases/100,000 population. This included 
Slough until 2016. Regarding this universal vaccination approach, it states:-  
 
‘This is applied for operational reasons since these geographical areas 
generally have a high concentration of families who come from regions of 
the world where the TB incidence is 40/100,000 or greater. The decision to 
introduce universal vaccination in an area is based on geography in order 
to target vaccination to children who may be at increased risk of TB in an 
effective way. It does not imply that living in areas that have an incidence 
of TB 40/100,000 or greater puts children at increased risk of TB infection. 
This is because most infections of children are likely to occur in household 
settings. Further, there has been little evidence of TB transmission in 
schools in the UK’. 
 
However, in 2012 HWPH moved away from using the universal 
vaccination approach in Slough, and only gave BCG to babies at risk of 
being exposed to TB. Operational measures were employed to ensure all 
eligible babies were identified on antenatal screening. An audit of all births 
at Wexham Park Hospital in 2017 was recently conducted to investigate 
whether this guideline was effective in East Berkshire, and assess how 
many eligible babies would have been ‘missed’ if they did not live in the 
high TB incidence locality of Slough. The audit found that approximately 
half of the babies born were eligible for the BCG vaccine (n=1980 babies), 
of which 80% were vaccinated. 5% of families did not attend the 
appointment/declined the vaccine, 8% were not given it due to medical 
reasons, and in only 7% was there no documentation of it being given 
(which may be due to missing records). Importantly, our risk-based 
approach prevented 735 babies being vaccinated unnecessarily (which 
would have been a 37% ‘over-vaccination’ rate), and it identified 352 high-
risk babies (18% of the total) who would not have received BCG using the 
universal approach due to being ‘out of area’.  
These results strongly support our current vaccination model, which is in 
line with the National Service Specification for the neonatal BCG 
immunisation programme2. 
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2. TUBERCULOSIS IN THE UK, EAST BERKSHIRE, NORTH EAST 
HANTS and FARNHAM, and SURREY HEATH 
 

2.1  TB in the UK 
 

TB notifications vary widely in different parts of the world: a rate of 40/100,000 is 
considered to be high. In 2017 there were 5102 cases in the UK, a rate of 9.2 
cases/100,000 population, which is a further reduction since the peak of 8,276 
cases in 2011 (a rate of 15.6/100,000)1. Most cases are found in cities and in 
individuals who are at risk either because of their ethnicity, or because of social 
factors such as drug/alcohol abuse, homelessness or imprisonment.  
 

2.2 TB in East Berkshire 
 

There were 62 cases of TB in East Berkshire in 2017, a rate of 14.1/100,000. The 
majority of cases were in Slough which had 43 cases - a rate of 28.9 cases/ 
100,000. 
 

2.3  TB in North East Hants and Farnham, and Surrey Heath 
 

There were 19 cases of TB in North East Hants and Farnham in 2017, and 5 
cases in Surrey Heath, rates of 11.6/100,000 and 5.3/100,000 respectively. 

 
 
3. RATIONALE FOR CURRENT GUIDELINE 
 

AIM:  To immunise those at high risk of developing severe disease 
To immunise those at risk of exposure to infection 

 
The data above have been used to define the high risk populations. All 
babies under the care of FHFT should be identified as either low or high 
risk antenatally with the high risk babies being offered BCG vaccination 
prior to hospital discharge.  
NB: Babies of HIV-positive mothers should not be given BCG 
 

4. THE GUIDELINE 
 

4.1 The following groups are eligible for the BCG vaccine and should be 
offered BCG immunisation2 (see flowcharts in Appendices 6 & 7): 
 

1. All babies born at Wexham Park Hospital or Frimley Park Hospital, 
whether resident in the catchment area or not, if a parent or 
grandparent was born in a country where the annual incidence of TB is 
40/100,000 or greater (see Appendix 1 for a link to lists). The vaccine 
should be offered prior to discharge.  

Babies who go home from WPH unimmunised for whatever reason may 
be referred to Ward 22 for the vaccine up to the age of 27 days. Eligible 
babies aged 28 days or over should be referred to the TB nurses at 
King Edward VII Hospital, Windsor (see Appendix 5 for contact 
information). 

Babies who go home from FPH unimmunised for whatever reason may 
be referred to the PN ward for the vaccine up to the age of 27 days. 
Eligible babies aged 28 days or over can be referred to Children’s 
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Outpatients, who will liaise with the maternity unit on a case by case 
basis. 

2. Babies born at home in the catchment areas of WPH and FPH who 
have a parent or grandparent who was born in a country where the 
annual incidence of TB is 40/100,000 or greater. These babies should 
be referred to Ward 22 at WPH or the Postnatal Ward at FPH if <28 
days old.  

3. Babies who have a parent or grandparent that was born in a country 
where the annual incidence of TB is 40/100,000 or greater and whose 
parents are normally resident in the catchment area of WPH or FPH, 
but were born in another hospital and were not given BCG vaccination 
prior to discharge. It is the expectation that the hospital where they were 
born would administer this, but if not then they should be referred to the 
TB nurses at King Edward VII Hospital (WPH patients) or the Children’s 
Outpatient Department (FPH patients). 

4. Any children aged under 16 years with a parent or grandparent who 
was born in a country where the annual incidence of TB is 40/100,000 
or greater who has for any reason missed their neonatal BCG 
immunisation. These children should be referred to the TB nurses at 
King Edward VII Hospital (WPH patients) or the Children’s Outpatients 
(FPH patients).  

5. Contacts of cases of TB under 16 years who previously have not 
received BCG vaccination. This will be arranged by the TB nurses once 
contact-tracing has been carried out. 

6. New entrants under the age of 16 years from countries with a TB 
incidence of 40/100,000 cases or greater. These individuals will be 
identified by the New Entrant TB Screening Service in East Berkshire 
and referred to the TB nurses at King Edward VII Hospital. FPH is not 
commissioned to run a New Entrant TB Screening Service. 

7. Individuals at risk of occupational exposure to TB irrespective of age. 
These people will be identified by staff in the Occupational Health 
Department who will arrange vaccination as necessary. 

8. Individuals aged under 16 years who intend to live or work with local 
people for more than 3 months in a country where the annual incidence 
of TB is 40/100,000 or greater. These individuals can be referred to the 
TB nurses (WPH patients) or Children’s Outpatients (FPH patients). 

 

Contact details of the BCG providers are provided in Appendix 5. 

 

4.2  Who does not need immunising? 
 

Immunisation with BCG is not recommended for: 
 
 Individuals who do not have a risk factor 
 Individuals aged 16 years or over (unless they are in a high risk 

occupation) 
 Individuals who have a contraindication for BCG vaccine (see list 

below) 
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4.3  Contraindications for BCG vaccine  
(See The Green Book, Chapter 32, page 8 for comprehensive guidance)3 

 
 Previous BCG vaccination 
 Past history of TB infection 
 Positive Mantoux or Interferon Gamma Test 
 Anaphylactic reaction to a component of the vaccine 
 Children <2 years living with a case of active TB 
 Babies born to mothers treated with biological therapy during 

pregnancy 
 Immunosuppressive treatment (including steroids), radiotherapy or 

biological therapy within last 6-12 months (see Green Book) 
 HIV positivity, or babies born to HIV-positive mothers until confirmed 

uninfected (see Green Book) 
 

 
5.  IDENTIFYING CASES 
 

1. Antenatal booking appointment 
 

The Maternity Service is responsible for identifying babies eligible for BCG 
vaccination by completing the BCG screening question: ‘Were the woman, 
her partner or either of their parents born in a country with a high 
incidence of TB?’ Community Midwives should perform this screening at 
the antenatal booking appointment, and either indicate this clearly in the 
hand-held Maternity notes and put a sticker in the green post-natal pages 
(FPH), or indicate this within the CMIS booking (WPH). 
 
Parents should receive verbal and written information (the Department of 
Health Publication ‘BCG and your baby’3) about BCG antenatally, to 
enable them to consider the vaccination for their baby.  
 
Special attention should be given to access appropriate interpreter 
services to ensure parents have the information in a language that they 
understand. 
 

2.  Postnatal wards 
 

After delivery, when either the paediatric doctor or midwife performs the 
Newborn Infant Physical Examination (NIPE) they should check that 
eligibility screening for BCG vaccination has taken place and select ‘Yes’ 
to the question ‘Risk of TB BCG required’ on the NIPE SMART system. If 
there is no documentation of this being done, eligibility screening should 
be performed as described in Section 4 
  

3. Ad hoc 
 

The community midwife should check at the first postnatal visit whether 
any eligible babies have not been vaccinated and refer them back to the 
postnatal ward if necessary. If parents initially declined the vaccination at 
birth they should be made aware that provision of the vaccination at a later 
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date may not be possible. In exceptional circumstances referral for BCG 
should be directed to the TB team (WPH patients) or Children’s 
Outpatients for FPH patients. 
 
Unimmunised individuals aged under 16 years may be identified 
incidentally, for example at routine contact with the school nursing service 
on school entry, or when they transfer into the area and register with a GP. 
Such children should be referred as described in Section 4. 
 
 

6.  ADMINISTERING THE BCG VACCINATION 
 
A comprehensive guide to delivering BCG vaccination is attached in 
Appendix 3. The BCG vaccine is obtained from pharmacy  
 
Before administering the vaccination, the Healthcare Professional should 
check that the child is eligible, the Consent Form has been signed and a 
copy given to the parent/s (Appendix 2), the parent/s should read the 
patient information leaflet ’BCG and your baby’ 3 and have an opportunity 
to ask any further questions. The Healthcare Professional must 
countersign that the baby is fit for vaccination. 
 
All eligible babies born in hospital should be immunised before discharge.  
 

6.1  Documentation 
 

It is essential to accurately record details of all vaccines given. The 
following details should be recorded on the Consent Form and a copy 
given to the parent/s: 

 Details of the person giving the consent 
 The batch number, product name and expiry date 
 The site and route of administration 
 Any immediate adverse reactions to the vaccine 
 The name of the immuniser 

 
The following also needs to be completed:- 

 The Postnatal hand-held notes and discharge summary, to indicate 
whether the BCG vaccine was given/not indicated/deferred or 
declined (with reasons) 

 The Child Health Record (‘Red Book’) should have the relevant 
page completed (or the relevant insert completed to put into it) 

 Update the Maternity IT system record (CMIS- WPH, Euroking- 
FPH) 

 
6.2  Vaccine aftercare 
 

Parents should be provided with information about what to expect and 
what precautions need to be taken following BCG vaccination (see 
Appendix 4 for leaflet given to WPH patients). The leaflet ‘BCG and your 
baby’ should be provided prior to vaccination 3. 
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7.  AUDIT 
 
The guideline will be monitored on a regular basis and adjustments made 
as necessary. The last audit of this service was conducted in 2019. 
 

7.1  Data collection 
 

It is the responsibility of the Postnatal Ward sister to collate monthly BCG 
data and provide reports to the Deputy Head of Midwifery detailing:- 

 The number of high-risk mothers identified antenatally 
 The number of eligible babies born 
 The number of eligible babies born that were given the BCG 

vaccine 
 Details of the babies whose parents have declined the BCG 

vaccination (to complete the child’s immunisation record) 
 
It is the responsibility of the Antenatal and Newborn Screening Lead to 
ensure that site-specific data are prepared and submitted Quarterly to the 
Public Health England Screening and Immunisation teams at Surrey & 
Sussex and Thames Valley, and vaccination information is given to the 
Child Health Record departments at the NHS South Central & West 
Commissioning (WPH) and to Child Health Surrey West (FPH)). 
 
 

8.  TRAINING 
 
All staff involved in administering the vaccine must have the necessary 
skills, training and competencies. Staff involved with ordering and storing 
the vaccine must ensure that it is appropriately stored, recorded and 
handled in line with national guidance4. 
 
 

9.  REFERENCES 
 

1. Tuberculosis in England 2018 report, PHE publications gateway 
number: 2018459 
 
2. NHS public health functions agreement 2018-19 Service Specification 
No. 2 Neonatal BCG immunisation programme, September 2018, PHE 
publications gateway number: 07824 
 
3. TB, BCG vaccine and your baby 
https://assets.publishing.service.gov.uk/government/uploads/system/uploa
ds/attachment_data/file/782109/TB_BCG_baby_leaflet.pdf  
 
4. Protocol for ordering, storing & handling vaccines. 
www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/documents/digit
alasset/dh_130276.pdf 
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Appendix 1 
 
 
For information from the WHO about individual country TB profiles see:- 
 
https://www.gov.uk/government/publications/tuberculosis-tb-by-country-rates-per-
100000-people 
 
 
The following website has a list of countries with a TB incidence of >40 cases/100,000 
population:- 
 
http://www.who.int/tb/country/data/profiles/en/ 
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Appendix 2:  Consent form 
 
    
 
     
BCG Clinic                                                                                              

BCG Consent Form 
 
The vaccine should not be given to: 
 
Please complete the following:                                                                       Tick for Yes      

 
1. Those who have had a temperature, or been unwell in the last two days?                            

 
2. Those who ever had an allergic reaction (component of BCG vaccine)?                                      

    
3. Those who have received other vaccine within the last three months (live Vaccine)?                          

          
4. Those who are pregnant, breast feeding or believe may be pregnant?                                             

 
5.  Those who have received a BCG vaccination?                                                                             

    
6.  Those who have had Tuberculosis?                                                                                                                    
 
7. Those with recent Family history of TB? (not applicable to new born babies)                                                      

   
8.  Infant born to a mother who received immunosuppressive biological therapy during 

pregnancy (see below contra-indication)                                            
 

(a) For infant up to 6  months of age,  has mother had immunosuppressive biological (TNF α 
antagonist) treatment during pregnancy or breast feeding                   

  
(b) Those who are receiving, or have received in the past 6 months, immunosuppressive       

chemotherapy or radiotherapy for malignant disease or non-malignant disorders, 
immunosuppressive therapy for a solid organ transplant (with exceptions, depending upon 
the type of transplant and the immune status of the patient)                                   

 
(c) Those who are receiving or have received in the past 12 months immunosuppressive 

biological therapy (e.g. anti-TNF therapy such as alemtuzumab, ofatumumab, and 
rituximab)  

 
(d) Those who are receiving or have received in the past 3 months immunosuppressive 

therapy including: 
 

a.  Adults and children on high-dose corticosteroids (>40mg prednisolone per day or >   
2mg/kg/day in children under 20kg) for more than 1 week  

b. Adults and children on lower dose corticosteroids (>20mg prednisolone per day   or 
>1mg/kg/day in children under 20kg) for more than 14 days. 

c. non-biological oral immune modulating drugs e.g. methotrexate >25mg per week, 
azathioprine >3.0mg/kg/day or 6-mercaptopurine >1.5mg/kg/day 

  

 
Name:                                                                           DOB:                                                                                 M / F   
 
NHS No:                                                                                          Hospital No:  

Address:  
 
 
Post code:  
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Appendix 2: Consent form continued 

 
BCG Vaccine  
 

 
 
BCG Vaccine:  <1 year old dose: 0.025mg/ 0.05ml           Route:  Intradermal 
                                                  
                                                    

                            >1 year old: 0.05mg/ 0.1ml                        Route: Intradermal 

 
BCG given:     YES  NO              BATCH NO: ________             EXP DATE: ________ 
 
 
 
Given by: ………………………………………………….   Date: …………………………….. 
 
Signed: …………………………………………. 
 
TB Clinical Nurse Specialist/Midwife/Paediatrician  

                                                                                                                    
 Name:                                                                                                        D.O.B:                                                     M / F 
 

 
NHS No:                                                                                                      Hospital No:  
 
 
 
Declaration: 

 
I have discussed my past and present health with the nurse.  I understand the benefits and the risks of 
the BCG. I hereby give my consent to receive the BCG vaccine.  
 
Signed…………………………………………………………     Date…………………... 
 
Print Name…………………………………………………………… 
 
I confirm that I am the parent and/or the legal guardian of the patient named above.  I have discussed 
his/her past and present health with the nurse/midwife and hereby consent to him/her receiving the BCG 
vaccine.  

 
Signed……………………………………………………….     Date……………………... 
 
Print Name……………………………………………………… 

 
 
 

 
MANTOUX TEST 
 
DATE: 

 
LOT: 

 
MANTOUX RESULT 
 
DATE READ: 
 

 
STRENGTH:   2 T.U./ 0.1 ml 

 
EXPIRY: 
 
 
 

 
REACTION IN MM: 
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Appendix 3: Practical guideline for giving BCG vaccination 
 

Correct technique for giving BCG is essential to reduce the risk of local adverse reactions. 
 
Making up the vaccine  BCG VACCINE SSI is a live freeze-dried vaccine for intradermal use.  

 The vaccine is stored at 2° to 8° C - DO NOT FREEZE! 
 The vaccine is reconstituted with DILUTED SAUTON SSI  
 Do not remove the rubber stopper  
 Add exactly 1.0 ml SAUTON solution to the vial using a 

sterile syringe & 21G needle to make up a 10 dose vial 
 To suspend the vaccine turn the vial gently upside down a 

few times – DO NOT SHAKE  
 The suspension should be homogenous, slightly opaque and 

colourless  
 Any reconstituted unused vaccine must be discarded after max. 4 

hours. 

Giving the injection  
 Double check consent and that there are no contra-indications 

 Use a sterile 1.0 ml syringe and a short bevelled needle (25 or 26 
G) 
 Gently swirl the vial before drawing up each dose  
 Dose is 0.05 ml (=5 units if using an insulin syringe). Draw up 
slightly more than one dose and remove any air bubbles and extra 
vaccine  
 NB This dose is for infants under the age of 12 months. For older 
children and adults the dose is 0.1ml. 
 The correct site of injection is about one third down the left upper 
arm at the insertion of the deltoid muscle (where the baby’s arm 
dips in below the shoulder muscles). 
 The skin should not be cleansed with antiseptic before the 

injection  
 Make sure the baby is held firmly, preferably lying on their right side with the left arm exposed.  
 Stretch the skin slightly between the thumb and forefinger then inject the needle almost 

parallel with the skin surface with the bevel of the needle facing upwards, insert the needle 
approximately 2 mm into the superficial layers of the skin 

 Inject the vaccine slowly. You should feel a slight pressure as you press the 
plunger, and a small flat swelling will appear (very similar to a mosquito bite)  
 If the skin does not swell or you feel you can press the plunger too easily, 
then the vaccine is probably given too deeply. You can try to draw back the 
needle into correct position and give the rest of the vaccine.  
 If vaccine appears on the skin (ie too shallow), stop and advance the needle 
slightly before injecting the remainder of the dose.   
 If there is no swelling never give a second dose of vaccine. Vaccination 
given too deeply gives adequate results in terms of clinical protection. However 
a larger scar, an abscess, or enlarged lymph nodes may result from a 
vaccination given too deeply.  
 After injection the swelling will disappear within 10-15 minutes. 
 Complete paperwork & give vaccine aftercare leaflet to mother 

 

Source:www.ssi.dk; Statens Serum Institut 5 Artillerivej DK-2300 Copenhagen S Denmark
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Appendix 4: Vaccine Aftercare Leaflet (WPH) 
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Appendix 5: BCG providers’ details 
 
 
WEXHAM PARK HOSPITAL  
 
Postnatal Ward (Ward 22) 
01753 634563 
 
TB Nurses 
Chest Clinic 
King Edward Vll Hospital 
St Leonard’s Rd 
Windsor 
SL4 3DP 
01753 636070  
 
 
FRIMLEY PARK HOSPITAL 
 
Postnatal Ward 
01276 604194 
 
Children’s Outpatient Clinic  
01276 604434 
 
TB Nurses 
01252 649739  
 
  



 
 
 

Appendix 6 

Routes of Referral and Providers of BCG Vaccination for WPH 
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Eligible 
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<28 days old 
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Eligible New 
Entrants to 
the UK 

Eligible 
Wexham 
Park 

Hospital 
Staff 

Eligible babies 
aged 28 days or 
over born in 
Wexham Park 

Hospital or other 
Trusts 

 
Midwives 
Ward 22 

Wexham Park 
Hospital 

 
TB Team 

King Edward VII Hospital 
(Direct referral can be 
made via telephone or 

ICE) 

 
New Entrant 
Screening 
Nurse 

 
Occupational 

Health, 
Wexham Park 

Hospital 

Eligible 
babies born 
at home 

<28 days old  
 



 
 
 

Appendix 7 

Routes of Referral and Providers of BCG Vaccination for FPH 
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<16 years planning 
to live or work in a 
high incidence 

country for more 
than 3 months 

 

Eligible 
neonates born 
at Frimley Park 
Hospital <28 
days old 

Eligible 
children born 
out of area 

aged <16 years 
 

Eligible 
TB 

Contacts 
< 16 years 

 

Eligible 
Frimley 
Park 

Hospital 
Staff 

Eligible babies 
aged 28 days or 
over born in 
Frimley Park 

Hospital or other 
Trusts 

 
Midwives 

Postnatal Ward 
Frimley Park 
Hospital 

Children’s Outpatients 
 

Frimley Park Hospital 

 
Occupational 

Health, 
Frimley Park 
Hospital 

Eligible 
babies born 
at home 

<28 days old  
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