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Content

•Consider reasons why immunisation schedules may be incomplete

•To identify resources to assist you in your practice to plan schedules 
for people with uncertain or incomplete vaccination status

 



Reasons why individuals may not be up to date 
with immunisations

Delay in consenting to vaccination:
• Recommended ages to receive vaccines informed by age-specific 

risk for a disease, complications, ability to respond to vaccine and 
the impact on spread on the population

• Follow schedule as close as possible

Coming from other countries, area of conflict, refugees, poor access 
to immunisation services
Different countries have different schedules 

A period of ill health



2, 4, 6 

months

Primarily

6, 10, 14 weeks

3, 5, 12

months

2, 4, 6 

months1

1. Except Haiti (6, 10, 14 weeks), Jamaica (1.5, 3, 5 months), and St. Lucia (3, 4, 5 months).
2. Source: WHO vaccine-preventable diseases monitoring system, 2015 global summary; Australian Government Department of Health: National Immunisation Program Schedule, 20 April 2015; Vaccine Almanac, 2015

Even in GAVI countries, there is 

some variation from the 

recommended 6, 10, 14 weeks

Immunisation schedules in 73 
Gavi-supported countries:

       6, 10, 14 weeks: 68% of countries

       2, 3, 4 months: 14% of countries

       2, 4, 6 months: 12% of countries

       Other non-standard schedules**
         : 5% of countries
GAVI – Vaccine Alliance is an international organisation 
aiming to increase equitable and sustainable use of 
vaccines in lower-income countries

*Country schedule based on time of Penta administration; **Non-standard schedules include 6, 12, 18 weeks; 2, 3.5, 5 months; 1, 2, 3 months; and 3, 4 months

2, 3, 4 + 12

months

Globally, there is significant variation in routine 
immunisation schedules



Variability in Childhood Immunisation 
Schedules

New Vaccines entering global schedules 

Political Instability and Conflict

Supply Chain interruptions

Geographical obstacles to accessing 
vaccination

Financial obstacles to accessing 
vaccination

Vaccine hesitancy and fatigue

Variable vaccine record keeping 

Mobile Populations

Varying vaccination 
history may be due to



So what do we do about individuals who have missed immunisations?



Steps to take ...

Establishing 
vaccine history

Identifying 
recommended 

vaccines

Planning the 
schedule

• Q 1: Which vaccines have they had?

• Q 2: How old are they now?

• Q 3: Which vaccines are they missing for their current age?

• Q 4: When shall I give the missing doses?



Review all reliable records:

◦ Personal Child Health Record (Red Book)

◦ CHIS (Child Health Information Services)

◦ Previous GP surgery

◦ Assess parents’ verbal history

◦ Non UK schedule: use online resources to translate

Establishing 
vaccine 
history



Principle 1
Unless there is a reliable vaccine history, individuals 
should be assumed to be unimmunised and a full 
course of immunisations planned

Why?
Is this safe?

• If you leave the individual unimmunised they remain 
susceptible to a vaccine-preventable disease

• The immune system can cope with many different 
antigens



Resources to help interpret non UK schedules 

WHO Immunization Data portal - All Data

https://immunizationdata.who.int/global?topic=Vaccination-schedule&location=


https://vaccine-schedule.ecdc.europa.eu/

https://vaccine-schedule.ecdc.europa.eu/


UK and international immunisation schedules comparison tool - GOV.UK (www.gov.uk)

https://www.gov.uk/government/publications/uk-and-international-immunisation-schedules-comparison-tool


Remember:
• All tools reflects what you could expect an individual to have received
• The immunisation schedule may have been different in the past



•What antigens have they already had?

•What antigens do they need?



Provides a summary of vaccines at key ages

Green book chapter 11 The UK immunisation schedule (publishing.service.gov.uk)

You can use this table to 
see what vaccines a patient 
should of received 
according to their age

Remember to review 
adult’s immunisation 
histories 

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1060682/Greenbook-chapter-11-11Mar22.pdf


Principle 2 

For individuals coming to UK part way through their immunisation 
schedule:
•  They should be transferred onto the UK schedule and immunised as 

appropriate for age 

NOTE:

• Ignore diphtheria/polio/pertussis/tetanus boosters given before 3 years 
as they do not count as a booster in the UK



Planning 
the 

schedule



Vaccination of individuals with uncertain or incomplete immunisation status - GOV.UK (www.gov.uk)

Make sure you 
are referring to 
the most up to 
date version

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status


VACCSLINE

Step 1:

Decide which column to follow according to 
the child/patients age



Principles 3 & 4
•If the primary course has been started but not completed, continue 
where left off – no need to repeat doses or restart course

•Plan catch-up immunisation schedule with minimum number of 
visits and within a minimum possible timescale – aim to protect 
individual in shortest time possible



Factors that influence the schedule

The routine schedule adapts with the age to reflect:

•The age at which individuals are most susceptible to severe disease

 e.g. Men B and Pneumococcal conjugate vaccine (PCV) is not recommended over the 
age of 2 years  in immunocompetent individuals

•The safety profile in accordance to age

 e.g. First dose of rotavirus vaccine to be given only if the infant is more than 6 weeks and 
under 15 weeks

 Second dose to be given only if the infant is less than 24 weeks old

•The required number of doses of a vaccine may change in accordance with the age at which the 
course is started

◦ e.g.  No previous doses and over the age of 12 months and under two years of age: 

◦ PCV one dose 

◦ Men B two doses



Factors that influence the schedule

The routine schedule adapts with the age to reflect:

•The most suitable vaccine product to use to provide protection
• E.g. Td/IPV  (low dose diphtheria) from tenth birthday

•The best timing and spacing of booster doses to fit an individual back into the routine schedule 
and processes to give immunisations
• E.g. From second to tenth birthday:

The first booster of dTaP/IPV can be given as early as 1 year following completion of the primary course to 
re-establish on the routine schedule.

• E.g. From the tenth birthday 

First booster of Td/IPV: Preferably 5 years following completion of the primary course 

Second booster of Td/IPV: Ideally 10 years (minimum 5 years) following the first booster

•The age at which the vaccine is considered most beneficial in terms of providing the best 
immune response and cost-effectiveness
• E.g. For immunocompetent individuals, there is an upper age limit of 80 years to be offered the shingles 

vaccine 



Vaccination of individuals with uncertain or incomplete immunisation status - GOV.UK (www.gov.uk)

All the  
influencing 
factors to the 
schedule are 
applied and 
explained on 
this flow chart

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status


It takes practice…
•Ask for support when responding to incomplete and uncertain immunisation schedules

•Two heads better than one

•Contact your local screening and immunisation team with what you think an individual needs 
and ask for their advice 

•It gets easier with practice (like most things)

•You could give the obvious missing immunisations and reschedule another appointment to give 
yourself time to work out the more complicated scenarios

•Make use of the resources that are there to help you



Moved to the UK: Get up-to-date with your 
vaccinations_2019206_English (publishing.service.gov.uk)

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1053304/Migrant-vaccinations-leaflet.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1053304/Migrant-vaccinations-leaflet.pdf


Keeping up to date with vaccinations for migrants - YouTube

https://www.youtube.com/watch?v=PNmzQfpKGPg


Reminder - General principles

Unless there is a documented or reliable verbal vaccine history, individuals should be 
assumed to be unimmunised and a full course of immunisations planned

Individuals coming to the UK part way through their immunisation schedule should be 
transferred onto the UK schedule and immunised as appropriate for age

If the primary course has been started but not completed, resume the course – no need 
to repeat doses or restart course

Plan catch-up immunisation schedule with minimum number of visits and within a 
minimum possible timescale – aim to protect the individual in the shortest time possible

 Vaccination of individuals with uncertain or incomplete immunisation status: from 1 September 2023 - GOV.UK (www.gov.uk)

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status-from-1-september-2023#MMR
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Vaccine trials in terms of…
•Focus on the UK vaccine schedule

•How the process can reassure parents/patients regarding 
vaccine safety

•How they inform the UK national immunisation policy



Clinical vaccine trial

Scientific 
Question

Relevance to 
public health 

and policy

Funding and 
Resources

Research Design 
& Process

Protocol

Participants

Analysis

Results

Dissemination



Factors  that can initiate vaccine trials

Vaccine 
Trial

Emergence of new or re 
emergence of a disease  

e.g. COVID-19

Ebola

Demand for new or 
alternative products 

e.g. MenB, cell 
based influenza 

vaccine, inactivated 
shingles vaccine

Changes in the epidemiology 
of vaccine-preventable 

disease e.g. pneumococcal

Lack of 
information to 
inform vaccine 

policy e.g. should 
Men B be given 
to teenagers?



e.g. lack of information 
to inform vaccine policy



Trial carried out as lack of information to inform 
vaccine policy

https://www.ovg.ox.ac.uk/news

https://www.ovg.ox.ac.uk/news


CARRIAGE
Do MenB vaccines reduce 

the amount of MenB 
bacteria at the back of 

teenagers throats?

PROTECTION

If you reduce teenage 
carriage, can you 

reduce the spread of 
MenB throughout the 

community?

REDUCE 

BROAD COMMUNITY 

What is

The BE ON THE TEAM Study about? 



Study Overview

24000 16-19yr olds - Yr 12 students from across the UK

GROUP 2
MenB-fHBP  
“Trumenba”

GROUP 1
4CMenB 

 “Bexsero”

GROUP 3
“Control 
Group”

Vaccine after 
the study

COMPARE CARRIAGE
BETWEEN GROUPS

VACCINATED vs UNVACCINATEDNOW vs  ONE YEAR

8000 8000 8000

Study was modified 
due to COVID-19 and 
school/college closures 
in March 2020
Laboratory work in 
progress on samples 
collected 



Research governance 
and approvals



Regulatory Requirements

For every stage of research there are 
regulatory requirements that must 
be followed

https://researchsupport.admin.ox.ac.uk/ctrg

https://researchsupport.admin.ox.ac.uk/ctrg


Routemap (ct-toolkit.ac.uk)

https://www.ct-toolkit.ac.uk/routemap/


Research governance
Research governance applies to everyone connected to clinical research, whether as a chief 
investigator, care professional, researcher, their employer(s) or support staff.

Clinical research is any health-related research that involves humans, their tissue and/or data

Why do we need it?

•safeguard participants in research

•protect researchers/investigators (by providing a clear framework within which to work)

•enhance ethical and scientific quality

•mitigate risk

•monitor practice and performance

•promote good practice and ensure that lessons are learned

Research governance & classification | Research Support (ox.ac.uk)

https://researchsupport.admin.ox.ac.uk/clinical-trials-research-governance/governance


Regulatory Requirements

https://researchsupport.admin.ox.ac.uk/ctrg

https://researchsupport.admin.ox.ac.uk/ctrg


Regulation leads to standards.
The significance of which are …

● The outcomes of research inform clinical 
decisions and guidance 

● If the research process is flawed, the 
information becomes unreliable

● Quality standards for the conduct of clinical 
research are, therefore, essential to ensure 
we conduct safe and meaningful studies 

● The international standard for the conduct 
of clinical research is Good Clinical Practice 
(GCP)



Regulatory Requirements e.g.

https://researchsupport.admin.ox.ac.uk/ctrg

https://researchsupport.admin.ox.ac.uk/ctrg


The Principles of GCP

The Principles of Good Clinical Practice (GCP) are at the heart of the guidance and 

legislation which governs the conduct of any clinical research carried out

There are 13 core principles of GCP including... 

•The rights, safety, and well-being of the 
trial subjects are the most important 
considerations and should prevail over 
interests of science and society

• Freely given informed consent should be 
obtained from every subject before clinical 
trial participation



RONALD MADDISON

The principles of GCP are the foundation of high-quality, ethical research 
practice. Developed in response to bad practice e.g.

NUREMBURG TRIALS

• During World War 2, Nazis performed many 
experiments on concentration camp prisoners 
without their consent to ‘advance science’

• ‘Nuremberg Code’ was drafted as a set of standards 
against which physicians and scientists who had 
conducted the experiments could be judged

• Code became the foundation of many later codes 
intended to assure that research involving human 
subjects would be carried out ethically.

• 21yr Royal Air Force engineer who was unlawfully 
killed as the result of exposure to a nerve agent 
(Sarin) in 1953 at Porton Down (then War 
Department Experiment Station) 

• One of 6 subjects offered 15 shillings and a three-day 
leave pass for taking part in the experiments

• Highlighted the importance of freely given informed 
consent without coercion



Health Research Authority (HRA)
They are one of several organisations that work together in the UK to regulate different aspects 
of health and social care research.

'Our vision is for high-quality health and social care research that improves people’s health and 
wellbeing, and our core purpose is to protect and promote the interests of patients and the public 

in health and social care research.'

To achieve this they:

•make sure that research is ethically reviewed and approved

•promote transparency in research

•oversee a range of committees and services

•coordinate and standardise research regulatory practice

https://www.hra.nhs.uk/about-us/partnerships/
https://www.hra.nhs.uk/approvals-amendments/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/research-transparency/
https://www.hra.nhs.uk/about-us/committees-and-services/


•Managing the Research Ethics Committees in England 
is one of the Health Research Authority’s core 
functions.

•There are more than 80 NHS Research Ethics 
Committees across the UK. They exist to safeguard 
the rights, safety, dignity and well-being of research 
participants.

•RECs consist of up to 15 members, a third of whom 
are 'lay' - their main professional interest is not in a 
research area, nor are they registered healthcare 
professionals.  

•RECs review research proposals and give an opinion 
about whether the research is ethical. 

Research Ethics Committee (REC)



Medicines and Healthcare Regulatory Agency 
•In the UK, the Medicines and Healthcare products Regulatory Agency (MHRA) 
is responsible for regulating all medicines and medical devices by ensuring 
they work well and are acceptably safe. They also make sure that, for most 
people, the product’s advantages far outweigh the disadvantages.

•In the UK, a Clinical Trial Authorisation (CTA) from the Medicine and 
Healthcare Products Regulatory Agency (MHRA) is required for a Clinical Trial 
of an Investigational Medicinal Product (CTIMP) 

•They review the IMP manufacturing, safety profile and release, the 
background and rationale of the trial and the scientific integrity.

•Ensuring trials comply with Good Clinical Practice standards.

https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency
http://www.mhra.gov.uk/Howweregulate/Medicines/Licensingofmedicines/Clinicaltrials/IsaclinicaltrialauthorisationCTArequired/index.htm


Clinical Trials of Investigational Medicinal Products 
(CTIMPs)

•Safety, quality and efficacy of vaccines must be demonstrated before they are authorised for 
use

•Vaccines which are being investigated through a clinical trial are known as Investigational 
Medicinal Products (IMPs)

•Clinical Trials of Investigational Medicinal Products (CTIMPs) are conducted to gather the 
evidence for a licence (marketing authorisation) to be granted, or to find out more about 
vaccines which already have a marketing authorisation. 



Design and logistics



Phases of Clinical Trials

Phase I:

Small group of people (20-80)

Safety – safe dose and identifying side effects

Phase II:

Large group (100-300)

Effectiveness & Safety

Phase III:

Larger group (1,000-3,000)

Effectiveness, monitor side effects

Compare to commonly used treatment

Phase IV:

Post marketing
Vaccine effectiveness – reduction in disease, herd immunity

Adverse events (phase 4 surveillance) through:

Larger number and diverse range of people vaccinated – identify very rare adverse events 

Image from:

  https://www.cancer.nsw.gov.au/data-research/clinical-trials/how-do-clinical-trials-progress

• Normally several years to decades to develop vaccines
• COVID-19 vaccines developed within a shorter time 

frame – less than 12 months but
•  based upon years of previous research of the 

vaccine platforms
• priority for this research by all organisations
• lots of volunteers to participate 

Pre clinical
Laboratory testing and development – vaccine has to pass 
rigorous safety tests and demonstrate that it works in animals



Vaccine trials

Design considerations 
Sample size and characteristics

Placebo controlled trial – will the placebo be an 
alternative vaccine or sterile water? – consider 
ethics

Blinded to participant or double-blind

Containment of pathogens and GMO

What will the outcome measurements be? 
◦ immunogenicity and reactogenicity

◦ disease prevention – challenge model of vaccine 
trials

Logistics
How will the participants be recruited?

How long will it take to recruit?

Will the trial be multicentred?

Is there space, staff, and facilities to carry out the 
study visits including laboratory analysis/storage 
of samples collected?

How will the vaccine of interest be procured?



Research outcomes
GENERATION OF SAFETY DATA 



Safety monitoring within vaccine trials

A key feature of vaccine trials is to ensure safety and identify expected adverse events 
following vaccination

Achieved through:
◦ Diary card completion by participant/parent – local and systemic reactions e.g. redness, swelling, 

tenderness, temperature, change in eating habits

◦ Safety markers checked through out study and prior to enrolment e.g. full blood count, liver function 
tests, CRP

◦ 24 hour contact to a study doctor to report adverse events

◦ Follow – up of participants  -visits or phone call - may last for years



Safety Reporting – Why?

Collation of safety data
➢ Collect

➢ Validate
➢ Assess

➢ Report

Key principle of GCP – the 
rights, safety and wellbeing of 
trial subjects will be maintained 
at all times



Safety monitoring within vaccine trials
•Generates data contained within the Summary of Product 
Characteristics

•Guides recommendations made within the routine national 
immunisation schedule

•Informing parents/patients of possible adverse events empowers 
them to be prepared if they do occur



Safety data collected within vaccine trials 
influence on national schedule

https://www.medicines.org.uk/emc/product/2739/smpc

Up to 6 additional cases  of 
intussusception per 100,000 infants 

E.G Rotavirus vaccine - Rotarix

https://www.medicines.org.uk/emc/product/2739/smpc


Safety data collected within vaccine trials 
influence on national schedule

Background risk of intussusception in the UK increases to peak at around 5 months of age 

The benefits of vaccination in preventing the consequences of rotavirus infection outweigh 
this small potential risk of intussusception in young children. 

Because of the potential risk, and to reduce the likelihood of a temporal association with 
rotavirus vaccine, the first dose of vaccine should not be given after 15 weeks of age

https://www.gov.uk/government/publications/rotavirus-the-green-book-chapter-27b

https://www.gov.uk/government/publications/rotavirus-the-green-book-chapter-27b


Safety data collected within vaccine trials influence the national 
schedule e.g Infant MenB vaccine

https://www.medicines.org.uk/emc/product/5168

4CMenB at 2, 4 and 6 months,
 fever > 38 degrees  in 69%-79% of infants  

Around 2 out of 3 infants

https://www.medicines.org.uk/emc/product/5168


Safety data collected within vaccine trials influence the national 
schedule e.g Infant MenB vaccine

Prophylactic paracetamol reduced fever rates 
without affecting the immune response to 
4CMenB or the other routine infant 
immunisations when given together

https://www.gov.uk/government/publications/meningococcal-the-green-book-chapter-22

https://www.gov.uk/government/publications/meningococcal-the-green-book-chapter-22


Research outcomes
GENERATION OF NEW VACCINES 



Vaccine Trails  - new products licensed e.g. Men B

https://www.bbc.co.uk/news/
health-21140285

https://www.gov.uk/government/publications/menb-
vaccination-introduction-from-1-september-2015

January 2013 – UK licenceVaccine trials in infants commenced 
2006

Immunogenicity and tolerability of recombinant 
serogroup B meningococcal vaccine administered 
with or without routine infant vaccinations 
according to different immunization schedules: a 
randomized controlled trial - PubMed (nih.gov)

+ 7 yrs +2 yrs

https://www.bbc.co.uk/news/health-21140285
https://www.bbc.co.uk/news/health-21140285
https://www.gov.uk/government/publications/menb-vaccination-introduction-from-1-september-2015
https://www.gov.uk/government/publications/menb-vaccination-introduction-from-1-september-2015
https://pubmed.ncbi.nlm.nih.gov/22318278/
https://pubmed.ncbi.nlm.nih.gov/22318278/
https://pubmed.ncbi.nlm.nih.gov/22318278/
https://pubmed.ncbi.nlm.nih.gov/22318278/


Vaccine Trails  - new products licensed 
COVID-19 vaccine development

• scientists, industry and other organisations have worked collaboratively across the globe to 
complete the different phases of vaccine development in parallel, rather than sequentially, to 
make a safe and effective vaccine available as soon as possible 

• by knowing the genetic code for the SARS-CoV-2 virus, various methods to create vaccines can be 
used such as using the code itself (mRNA vaccines) or inserting part of this code into existing viruses 
(viral vector vaccines)

•  hundreds of different COVID-19 vaccines are/were  in development, in trials or in use

• some vaccines have been made using currently used vaccine technology, others have been made 
using new approaches or methods used during previous emergencies such as the SARS pandemic 
and west African Ebola

12/06/2024



An interactive website tracking COVID-19 vaccine development - The Lancet Global Health

https://www.thelancet.com/journals/langlo/article/PIIS2214-109X(21)00043-7/fulltext


Time line of Oxford COVID-19 Vaccine development

About the Oxford COVID-19 vaccine | Research | University of Oxford

Approved 
30th Dec 2020

Oxford University/AstraZeneca COVID-19 vaccine approved - GOV.UK (www.gov.uk)
Video: Professor Andrew Pollard 
receives vaccine he helped to create | 
Daily Mail Online

4th January 2021 – 
first individuals 
vaccinated with 
COVID-19 Vaccine 
AstraZeneca AstraZeneca to withdraw Covid vaccine - BBC News

9th May 2024

https://www.research.ox.ac.uk/article/2020-07-19-the-oxford-covid-19-vaccine
https://www.gov.uk/government/news/oxford-universityastrazeneca-covid-19-vaccine-approved
https://www.dailymail.co.uk/video/coronavirus/video-2325288/Video-Professor-Andrew-Pollard-receives-vaccine-helped-create.html
https://www.dailymail.co.uk/video/coronavirus/video-2325288/Video-Professor-Andrew-Pollard-receives-vaccine-helped-create.html
https://www.dailymail.co.uk/video/coronavirus/video-2325288/Video-Professor-Andrew-Pollard-receives-vaccine-helped-create.html
https://www.bbc.co.uk/news/health-68977026


Research outcomes
CHANGES IN THE EPIDEMIOLOGY OF VACCINE 
PREVENTABLE DISEASE LEAD TO RESEARCH INTO 
POSSIBLE CHANGES TO TIMINGS/DOSES OF VACCINE



Research outcomes - changes to timings/doses of vaccine 

Findings:

Nine of 13 serotypes in PCV13, post-booster 
responses in infants primed with a single dose 
are equivalent or superior to those seen 
following the standard UK 2+1 schedule

1+ 1 schedule in countries with mature PCV 
programme and established herd immunity is 
likely to maintain population control of vaccine 
type pneumococcal disease

https://www.thelancet.com/pdfs/journals/laninf/PIIS1473-
3099(17)30654-0.pdf

2 months 3 months 4 months 12 
months

Group 1 PCV13 PCV13 PCV13

Group 2 PCV13 PCV13

All other routine vaccines received in both groups

https://www.thelancet.com/pdfs/journals/laninf/PIIS1473-3099(17)30654-0.pdf
https://www.thelancet.com/pdfs/journals/laninf/PIIS1473-3099(17)30654-0.pdf


Changes to timings/doses of vaccine

JCVI minutes 4th October 2017

PCV programme in UK highly successful

Sustained decrease in PCV13 serotype disease

High vaccine uptake and good vaccine 
effectiveness 

1+1 schedule appropriate for UK

PCV13 at 3m and 12m 

https://app.box.com/s/iddfb4ppwkmtjusir2tc/file/
247634612957

The PCV vaccination schedule change flyer for parents and healthcare professionals (publishing.service.gov.uk)

From 1st Jan 2020

https://app.box.com/s/iddfb4ppwkmtjusir2tc/file/247634612957
https://app.box.com/s/iddfb4ppwkmtjusir2tc/file/247634612957
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/849002/PCV_flyer_for_parents_and_healthcare_professionals_A5.pdf


Research outcomes
CHANGES TO SUPPLY OF A VACCINE LEAD TO RESEARCH 
INTO POSSIBLE CHANGES TO TIMINGS & 
COMBINATIONS OF DOSES OF VACCINE



After careful consideration of options, 
JCVI advises
An additional Hib-containing vaccine (12 or 18 
months)

Second MMR at 18 months to improve coverage

MenC containing vaccine in infant schedule not 
recommended

To evaluate: 6 in 1 vaccine study part 2 

JCVI interim statement on changes to the childhood immunisation schedule - 
GOV.UK (www.gov.uk)

Menitorix© discontinuation

https://www.gov.uk/government/publications/jcvi-interim-statement-on-changes-to-the-childhood-immunisation-schedule
https://www.gov.uk/government/publications/jcvi-interim-statement-on-changes-to-the-childhood-immunisation-schedule


What was 6 in 1 part 1?
Part 1 separate study started in 2019:

What: Compare the immunogenicity of the Hib component of 6 in 1 (IH) and 6 in 1 (V) when co-administered with 4CMenB (Bexsero) in the 
UK routine immunisation schedule at 5 months of age

How: Measurement of anti-PRP (Hib) IgG concentrations at 5 months of age (Vaxelis uses a meningococcal outer membrane protein complex 
as a carrier protein for Hemophilus influenza type b (Hib), creating potential interactions with the meningococcal vaccine 4CMenB

Publication:

A Randomized Trial Assessing the Immunogenicity and Reactoge... : The Pediatric Infectious Disease Journal (lww.com)

Both these brands of vaccines are now distributed for routine 
use in the national immunisation schedule as part of the 
primary infant course of DTaP/IPV/Hib 

Vaccine update: Issue 325, April 2022 (publishing.service.gov.uk)

https://journals.lww.com/pidj/Fulltext/2023/01000/A_Randomized_Trial_Assessing_the_Immunogenicity.19.aspx
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1069628/UKHSA-vaccine-update-325-April-2022-flu-special.pdf


This study will address the question of whether the two 6-in-1 vaccines may be 

used interchangeably for the booster dose by randomising participants with an 

equal chance to receive either the same vaccine for a booster, as received in the 

initial course, or the alternative vaccine.

The second dose of MMR being brought forward to 18 months

Aim of 6 in 1 part 2 vaccine study



The 6-in-1 Part 2 Vaccine Study
Study Visit Overview 

Hex-I primed (Infanrix hexa)
N= 264

Hex-V primed (Vaxelis)
N= 264

Homologous Hex-I

N = 132 (INFANRIX HEXA)

Heterologous Hex-V

N = 132 (VAXELIS)

Homologous Hex-V

N = 132 (VAXELIS)

Heterologous Hex-I

N = 132 (INFANRIX HEXA)

12 Months – Visit 1

PCV13
4CMenB

MMR
(Optional: Varicella)

PCV13
4CMenB

MMR
(Optional: Varicella)

PCV13
4CMenB

MMR
(Optional: Varicella)

PCV13
4CMenB

MMR
(Optional: Varicella)

18 Months – Visit 2

Hex-I
MMR

(Optional: Varicella)

Blood Test

Hex-V
MMR

(Optional: Varicella)

Blood Test

Hex-V
MMR

(Optional: Varicella)

Blood Test

Hex-I
MMR

(Optional: Varicella)

Blood Test

19 Months – Visit 3 Blood Test Blood Test Blood Test Blood Test



Home | National Immunisation Schedule (nisec.ac.uk)

https://www.nisec.ac.uk/


Studies | National Immunisation Schedule (nisec.ac.uk)

https://www.nisec.ac.uk/studies


Key learning points

•There are different stages of clinical vaccine trials starting with very few participants increasing 
to thousands

•Vaccine trials are conducted following many regulatory requirements to ensure ethical, safe and 
meaningful studies producing quality data

•Vaccine schedules are dynamic being influenced in part by data generated from vaccine trials



Vaccines and Society Unit (VAS) — Oxford Vaccine Group

https://www.ovg.ox.ac.uk/vaccines-health-and-society-unit-2013-vhas-1


How vaccines are tested, licensed and monitored | Vaccine Knowledge Project (ox.ac.uk)

https://vaccineknowledge.ox.ac.uk/vaccine-development
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