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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
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Reasons why individuals may not be up to date &S
with immunisations

Delay in consenting to vaccination:

e 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

<G SRR to immunisation services
Qg T VW : . .
» ov %L Y= Different countries have different schedules

A period of ill health




Globally, there is significant variation in routine
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immunisation schedules
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*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




Varying vaccination
history may be due to

Mobile Populations

Political Instability and Conflict

Variability in Childhood Immunisation
Schedules

New Vaccines entering global schedules

i
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Geographical obstacles to accessing
vaccination

Financial obstacles to accessing
vaccination

Vaccine hesitancy and fatigue

Variable vaccine record keeping
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So what do we do about individuals who have missed immunisations?  FSess /
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Steps to take ...
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|ldentifying

Establishing recommended Planning the

vaccine history vaccines schedule

e Q 1: Which vaccines have they had?

e (Q2:How old are they now?

e (Q 3: Which vaccines are they missing for their current age?
e Q4: When shall | give the missing doses?
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Establishing Review all reliable records:

vaccine
history

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
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Principle 1

Unless there is a reliable vaccine history, individuals
should be assumed to be unimmunised and a full

course of immunisations planned

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

* The immune system can cope with many different
antigens
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Resources to help interpret non UK schedules |y
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World Health
rganization

o
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Vaccination schedule

Vaccination schedule for Australia

Haemophilus influenzae
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Australia's vaccination schedule for young children, adolescents, and adults reported annually through the WHO/UNICEF Joint Reporting B ————
Form on Immunization (JRF).

WHO Immunization Data portal - All Data



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

ECDC European Antibiotic Awareness Day ESCAIDE - Scientific conference Eurosurveillance journal
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Vaccine Scheduler
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France and United Kingdom: Comparison of recommended vaccinations
M\ /Vaccine schedules in all countries (Backosearch [ Export o speadshes OXFORD
\\\\‘ \ | of the European Union s e e VACCINE GROUP
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View schedule »

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

@ European Centre for Disease Prevention and Control
€eCc0C

An agency of the EuropeanUnion I ————————



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

Guidance
UK and international immunisation
schedules combarison tool

This tool is intended to help staff in general practice (i) ascertain what
vaccines individuals moving to England from abroad have received and
(ii} record those vaccines in their IT system. It contains, for each of the 20
countries individuals most commonly immigrate to the UK from, the
vaccinations schedule, the name of the diseases/vaccines in the local
language and, where available the vaccines used in the countries of
origin. Please note that it should not be assumed that individuals have
received all vaccines in their national schedule without a documented or
reliable verbal history of immunisation.

Staff in general practice are strongly encouraged to code these vaccines
using Read 2/CTV 3/SNOMED codes in order to ensure the patients can be
identified as vaccinated for the purposes of call/recall and vaccine
coverage calculations. Information and advice about vaccination for

individuals with uncertain or incomplete immunisation status can be
here

v1.1- June 2019

Australia
Bangladesh
China
France
Germany
India
Ireland
Italy
Kenya
Lithuania
Nigeria
Pakistan
Phillippines
Poland

Portugal
Romania

South Africa

Spain
Sri Lanka

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

gis]
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https://www.gov.uk/government/publications/uk-and-international-immunisation-schedules-comparison-tool
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General recommendation for Poland -General recommendation for United King
POIand Recommendation for specific groups only for Poland Recommendation for specific groups only OXFORD
Mot funded by National Health system in Poland VACCINE GROUP
{return to list of countries)
Birth 2Zm 3m 4m 5m Em 7m Sm 12m 13m 15m 16m 17m 18m 2yrs 3 yrs
Rubella (Rozyczka) MMR
MMR
Varicella (Ospa)/Shingles (Pdlpasiec) Varicella (3)
Varicella

Human papillomavirus (Wirus
brodawczaka ludzkiego (HPV))

inftenza (oryp) I

DTaP =Diptheria, tetanus and pertussis

PVC =Pneumococcal conjugate vaccine

PPV = Pneumococcal polysaccharide vaccine
IPV = inactivate polio vaccine

Hib = Haemophilus influenza B

MMR = Measles, mumps, rubella

LAIV = live attenuated influenza vaccine

aTIV = Adjuvanted trivalent influenza vaccine
QlV = Quadrivalent influenza vaccine

ZVL = Zoster vaccine live

[ W U B S S

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

recommended
vaccines *What antigens have they already had?

*What antigens do they need?




10

Provides a summary of vaccines at key ages [

VACCINE GROUP

Table 11.2 Routine immunisation schedule vaccination history at key ages
Key age Vaccines child should have had or catch-up with

At the age of Three doses of diphtheria, tetanus, polio, pertussis, Hib and hepatitis B containing
12 months: vaccine.
A single dose of PCV vaccine.

Two doses of MenB vaccine.

At the age of Three doses of diphtheria, tetanus, polio, pertussis (and hepatitis B) containing
24 months: vaccines.

A single dose of Hib/MenC and PCV13 vaccines after the age of one year. You can use this table to

Either 2 doses of MenB under the age of one and one dose after the age of one : :
year; or 2 doses of MenB after the age of one year. see what vaccines a patlent

A single dose of MMR vaccine after the age of one year. should of received
At school Four doses of diphtheria, tetanus, pertussis and polio containing vaccine. according to their age
entry: Two doses of MMR vaccine after the age of one year.

A single dose of Hib/MenC conjugate vaccine after the age of one year.
At transfer to  Four doses of diphtheria, tetanus and polio containing vaccine. Remember to review
secondary Two doses of MMR vaccine after the age of one year. dult’s i isati
school: A single dose of Hib/MenC conjugate vaccine after the age of one year. aduit's Immunisation
Before Five doses of diphtheria, tetanus, polio containing vaccine. histories
leaving A single dose of MenACWY vaccine after the age of 10 years.
school: Two doses of MMR vaccine.

Two doses of HPV vaccine (at least & months apart)!

1 All Females remain eligible for HPY vaccine up to their twenty-fifth birthday. All males born on/
after 1 September 2006 are eligible up to their twenty-fifth birthday

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



https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1060682/Greenbook-chapter-11-11Mar22.pdf
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Principle 2 oxcons
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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:

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

schedule
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Infants from two months of age

up to first birthday

DTaP/IPV/Hib/HepB" + MenB" + rotavirus®
Four week gap
DTaP/IPV/Hib/HepB + PCV13" + rotavirus®
Four week gap
DTaP/IPV/Hib/HepB + MenB"

2 A child who has already received 1 or more doses
of primary diphtheria, tetanus, polio and pertussis
should complete the 3 dose coursa with DTaP/IPWY
HibvHepB. Any missing doses of Hib andfor HepB
can be given as Hib/MenC and/or, monovalent
hapatitis B, at 4 weak intervals

P Dosas of MenB should idaally be given B weaeks
apart. Thay can be given 4 weeks apart in arder
for the primary MenB immunisation schedule to
be completed befors the first birthday if possible
{i.e. if schadule started after 10m of aga)

© First dose of ratavirus vaccine to be given only
if infant is more than & weeks and undar 15 weeks
and second dose to be given only if infant is less
than 24 weeks old

YInfants who are aged 12 weeks or over when starting
thair primary schedule can ba given thair single infant
priming dose of PCV13 with their first set of primary
immunisations. If a child has received PCV10 vaccine
abroad, they should be offered 1 dose of PCV13 (at
least 4 waaks after PCV10 was given)

As per UK schedule ensuring at least a 4 week
intarval batween primary DTaF/1IPV/Hib/HepB and
the booster Hib/MenC dosa, and a minimum 4 week
intarval batween MenB and PCV13 priming and
boostar dasas.

Children from first
up to second birthday

DTaP/IPV/Hib/HepB"™ + PCV13'" + Hib/Men C*
+ MenB' + MMR
Four week gap
DTaP/IPV/Hib/HepB*
Four week gap
DTaP/IPV/Hib/HepB' + MenB™

TDTaPIPYHILHepB is now the anly suitable vaccine
containing high dose tetanus, diphtheria and pertussis
antigen for priming children of this aga. Children born
from 0/0&87 whao recaived primary vaccines without
HepB should be opportunistically offerad a 3 doss
course of monovalent HepB vaccine. If they are in a high-
risk group or are exposed o hepatitis B, they should ba

T offered a hepatitis B vaccine course
1Al un- or incompletely immunised children only require
1 dose of Hib, Mean C [uniil teenage booster) and PC\V13
over the age of 1 year. It doas not matter if 2 Hib-containing
vaccines ans given at the first appaintment or if the chid
receives additional Hib at subsaquent appointments i
DTaPPWHib/HepB vaccine is giver. If a child has receied
PCV10vaccine abmad, they should be offered 1 dosa of
PCV13 (at least 4 weeks after PCV10 was given)
" Children whao received less than 2 doses
of MenB in the first year of life should receive
2 doses of MenB in their second year of life at least
8 weeks apart. Doses of MenB can be given 4 weeks
apart if necessary to ensure the 2 dose schedule
s completad (i.e. if schedule started at 22m of aga)

Children from second
up to tenth birthday

DTaP/IPV/Hib/HepB** + Hib/MenC " + MMR
Four waek gap
DTaP/IPV/HIb/HepB" + MMR
Four week gap
DTaP/IPV/HIb/HepB*

" DTaPfIPV/Hib/HepB is now the only suitable
vaccine containing high dose tetanus, diphtheria
and pertussis antigen for priming children of

this aga. Children born from 01/08/17 who
raceived primary vaccinas without HepB should
be opportunistically offered a 3 dose coursa

of monovalant HepB vaccina. If thay are in a
high-risk group or are exposed o hapatitis B,
they should be proactively offered a hepatitis B
VACCING Course.

" All un- or incompletely immunised children anly
requira 1 dosa of Hib and Mean C {until teanage
booster) over the age of 1 year. it does not matter
if 2 Hib-containing vaccines are given at the first
appointment or if the child receives additional
Hib at subsequeant appointments if DTaP/1IPV/Hib/
HepB vaccine is given

Boosters + subsequent vaccination

Boosters + subsequent vaccination

Boosters + subsequent vaccination
As per UK schedule

First booster of dTaP/IPV can be given as early as

1 yaar following completion of primary course to
re-astablish on routing schedule. Additional doses of
CTaP-containing vaccines given under 3 years of age in
some other countries do not count as a booster ta the
primary coursa in the UK and should be discountad.
Subseguent vaccination — as per UK schedule

i

i

General principles

+unless thera is a documentad or reliable
werbal vaccine history, individuals should ba
assumed to ba unimmunised and a full
course of immunisations planned

+ individuals coming to UK part way through their
immunisation schedule should ba transfarmed onta the
LK schadule and immunised as appropriate for age

+ if the primary course has been started but not
complated, resume the course — no nead to repeat
doses or restart coursa

+ plan catch-up immunisation schedule with
minimum number of visits and within a minimum
possible timescale — aim to protect individual in
shortest time possible

*If an indiwidual has received any OPY in another couniry since April 2016, these doses should be discounted as it is unlikely that they will profect against all 3 polio types.
Most countries who still use OPY have a mixed OPV and IPV schedule sa if sufficient IPY doses have been received for age,

MMR - from first birthday onwards

+ doses of measles-containing vaccine given prior to 12 manths of age should not be counted

+ 2 doses of MMR should be given irrespective of history of measles, mumps or rubella infection and/or age

+ a minimurm of 4 weeks should be laft batween 1% and 2™ dose MMR

+ if child <3y4m, give 2™ dose MMA with pre-school dTaF/IPV unless particular reason to give earlier

+ sacond dose of MMR should not be given <18m of age except where protection against measles is urgantly required

L
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Flu vaccine (during flu season)

= those aged 65yrs and older although recommeandations may change annually 50 always check Annual Flu Lettar
= childran aligible for the current season's childhood influenza programme (see Annual Flu Letter for date of birth range)

= those aged 6 months and older in the defined clinical risk groups (sea Green Book Influenza chapter)

Pneumococcal polysaccharide vaccine (PPV)

+ those aged B5yrs and older

= those aged 2yrs and older in the definad clinical risk groups

(s=e Green Book Pneumococeal chapter)

Effective from 1 September 2023

, no additional IPY doses are needed.

BCG and Hepatitis B vaccines for those at high risk should be given a=s per Green Book recommendations. Individuals in clinical risk groups may require additional vaccinations. Pleass check Green Bopk chapters.

Vaccination of individuals with uncertain or incomplete immunisation status

For onfine Green Book, see www.gov.uk/government/collectionsfimmunisation-against-infectious-disease-the-green-book = For other countries’ schedules, see immunizationdata. who.

From tenth birthday onwards

sting.htmi?lopic=vaceine-schedule&location=

Td/IPV' + MenACWY" + MMR

Four weak gap

Td/IPY + MMR

Four week gap

Td/IPV

* Thosa aged from 10 years wp to 25 years who have
never recaived a MenC-containing vaccine should be
offerad MenACWY
Thosa aged 10 years up to 25 years may be eligible
ar may shortly bacoma eligible for MenACWY usually
given around 14y of age. Those bom on/aftar 1/91996
remain eligible for MenACWY until their 25 birthday

First booster of Td/IPV: Preferably 5 years
following completion of primary course
Second booster of Td/IPV: Ideally 10 years
{minimum 5 years) following first booster

Boosters + subsequent vaccination

i

HPV vaccine

« all females (borm onafter 01/08/91) and males (born
on/after 01/09/08) remain eligible for HPY vaccine up
to their 25th birthday on the adolescent programme

+ gligible immunocompetant individuals aged 11 o
25 years only require a single dosa of HPVY vaccine

« aligible individuals who are HIV positive or

immunosuppressad should be offered a 3 dose

schedula at 0, 1, 4-68 months

for datails of GBMSM HPV vaccination programme,

please see Green Book HPY chapter

+ any dose of Cervarix, Gardasil or Gardasil 9 would
be considerad valid if praviously vaccinated or
vaccinated abraad

Shingles vaccine

+ severely immunosuppressed individuals
from 50 years of age (efigibility as defined in tha
Grean Book Shingles chapter 2Ba): 2 doses of
Shingrix vaccine 8 weeks to 8 months apart; no
upper age limit to start or complete the coursea

+ immunocompetent individuals from their §5th and
V0th birthday (see Shingles: guidance and vaccination
progEmme on GOV LK website for eligibility) 2 doses
of Shingrix vaccine & manths to 12 months apart. Once
these indriduals have becomea aligible, they remain
eligible until their 80th birthday. The second dose of
Shingrix vaccine can be given up to Bist birthday o those
wha have commenced but not completed the courss

= immunocompetent individuals agad from 70 years
who wara préviously eligible for shingles vaccination
before 01/08/23 should receive Zostavax [unless
contraindicated) until stocks of this vaccine are
exthausted, after which Shingrix should be offerad

f
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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

Infants from two months of age up to
first birthday

Public Health Vaccination of individuals with uncertain or incomplete immunisation status o
England For online Green Book, see www.gov.uk/govemnment/organisations/public-health-england/seriesfimmunisation-against-infectious-disease-the-green-book « For other countries’ schedules, see hitp:/fapps. who.intimmunization_menitoring/globalsummary! 4 %

Children from first up Children from second up From tenth birthday ]-[ /
to second birthday to tenth birthday onwards OXFORD
VACCINE GROUP

Step 1:

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




Principles 3 & 4
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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
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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 4
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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
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Infants from two months of age

up to first birthday

DTaP/IPV/Hib/HepB" + MenB" + rotavirus®
Four week gap
DTaP/IPV/Hib/HepB + PCV13" + rotavirus®
Four week gap
DTaP/IPV/Hib/HepB + MenB"

2 A child who has already received 1 or more doses
of primary diphtheria, tetanus, polio and pertussis
should complete the 3 dose coursa with DTaP/IPWY
HibvHepB. Any missing doses of Hib andfor HepB
can be given as Hib/MenC and/or, monovalent
hapatitis B, at 4 weak intervals

P Dosas of MenB should idaally be given B weaeks
apart. Thay can be given 4 weeks apart in arder
for the primary MenB immunisation schedule to
be completed befors the first birthday if possible
{i.e. if schadule started after 10m of aga)

© First dose of ratavirus vaccine to be given only
if infant is more than & weeks and undar 15 weeks
and second dose to be given only if infant is less
than 24 weeks old

YInfants who are aged 12 weeks or over when starting
thair primary schedule can ba given thair single infant
priming dose of PCV13 with their first set of primary
immunisations. If a child has received PCV10 vaccine
abroad, they should be offered 1 dose of PCV13 (at
least 4 waaks after PCV10 was given)

As per UK schedule ensuring at least a 4 week
intarval batween primary DTaF/1IPV/Hib/HepB and
the booster Hib/MenC dosa, and a minimum 4 week
intarval batween MenB and PCV13 priming and
boostar dasas.

Children from first
up to second birthday

DTaP/IPV/Hib/HepB"™ + PCV13'" + Hib/Men C*
+ MenB' + MMR
Four week gap
DTaP/IPV/Hib/HepB*
Four week gap
DTaP/IPV/Hib/HepB' + MenB™

TDTaPIPYHILHepB is now the anly suitable vaccine
containing high dose tetanus, diphtheria and pertussis
antigen for priming children of this aga. Children born
from 0/0&87 whao recaived primary vaccines without
HepB should be opportunistically offerad a 3 doss
course of monovalent HepB vaccine. If they are in a high-
risk group or are exposed o hepatitis B, they should ba
proactively offerad a hepatitis B vaccine coursa

1Al un- or incompletely immunised children only require

1 dose of Hib, Mean C [uniil teenage booster) and PC\V13
over the age of 1 year. It doas not matter if 2 Hib-containing
vaccines ans given at the first appaintment or if the chid
receives additional Hib at subsaquent appointments i
DTaPPWHib/HepB vaccine is giver. If a child has receied
PCV10vaccine abmad, they should be offered 1 dosa of
PCV13 (at least 4 weeks after PCV10 was given)

" Children whao received less than 2 doses

of MenB in the first year of life should receive

2 doses of MenB in their second year of life at least

8 weeks apart. Doses of MenB can be given 4 weeks
apart if necessary to ensure the 2 dose schedule

s completad (i.e. if schedule started at 22m of aga)

Children from second
up to tenth birthday

DTaP/IPV/Hib/HepB** + Hib/MenC " + MMR
Four waek gap
DTaP/IPV/HIb/HepB" + MMR
Four week gap
DTaP/IPV/HIb/HepB*

" DTaPfIPV/Hib/HepB is now the only suitable
vaccine containing high dose tetanus, diphtheria
and pertussis antigen for priming children of

this aga. Children born from 01/08/17 who
raceived primary vaccinas without HepB should
be opportunistically offered a 3 dose coursa

of monovalant HepB vaccina. If thay are in a
high-risk group or are exposed o hapatitis B,
they should be proactively offered a hepatitis B
VACCING Course.

" All un- or incompletely immunised children anly
requira 1 dosa of Hib and Mean C {until teanage
booster) over the age of 1 year. it does not matter
if 2 Hib-containing vaccines are given at the first
appointment or if the child receives additional
Hib at subsequeant appointments if DTaP/1IPV/Hib/
HepB vaccine is given

Boosters + subsequent vaccination

Boosters + subsequent vaccination

Boosters + subsequent vaccination
As per UK schedule

First booster of dTaP/IPV can be given as early as

1 yaar following completion of primary course to
re-astablish on routing schedule. Additional doses of
CTaP-containing vaccines given under 3 years of age in
some other countries do not count as a booster ta the
primary coursa in the UK and should be discountad.
Subseguent vaccination — as per UK schedule

i

i

General principles

+unless thera is a documentad or reliable
werbal vaccine history, individuals should ba
assumed to ba unimmunised and a full
course of immunisations planned

+ individuals coming to UK part way through their
immunisation schedule should ba transfarmed onta the
LK schadule and immunised as appropriate for age

+ if the primary course has been started but not
complated, resume the course — no nead to repeat
doses or restart coursa

+ plan catch-up immunisation schedule with
minimum number of visits and within a minimum
possible timescale — aim to protect individual in
shortest time possible

*If an indiwidual has received any OPY in another couniry since April 2016, these doses should be discounted as it is unlikely that they will profect against all 3 polio types.
Most countries who still use OPY have a mixed OPV and IPV schedule sa if sufficient IPY doses have been received for age,

MMR - from first birthday onwards

+ doses of measles-containing vaccine given prior to 12 manths of age should not be counted

+ 2 doses of MMR should be given irrespective of history of measles, mumps or rubella infection and/or age

+ a minimurm of 4 weeks should be laft batween 1% and 2™ dose MMR

+ if child <3y4m, give 2™ dose MMA with pre-school dTaF/IPV unless particular reason to give earlier

+ sacond dose of MMR should not be given <18m of age except where protection against measles is urgantly required

L
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Flu vaccine (during flu season)

= those aged 65yrs and older although recommeandations may change annually 50 always check Annual Flu Lettar
= childran aligible for the current season's childhood influenza programme (see Annual Flu Letter for date of birth range)

= those aged 6 months and older in the defined clinical risk groups (sea Green Book Influenza chapter)

Pneumococcal polysaccharide vaccine (PPV)

+ those aged B5yrs and older

= those aged 2yrs and older in the definad clinical risk groups

(s=e Green Book Pneumococeal chapter)

Effective from 1 September 2023

, no additional IPY doses are needed.

BCG and Hepatitis B vaccines for those at high risk should be given a=s per Green Book recommendations. Individuals in clinical risk groups may require additional vaccinations. Pleass check Green Bopk chapters.

From tenth birthday onwards

Vaccination of individuals with uncertain or incomplete immunisation status

For onfine Green Book, see www.gov.uk/government/collectionsfimmunisation-against-infectious-disease-the-green-book = For other countries’ schedules, see immunizationdata. who.

sting.htmi?lopic=vaceine-schedule&location=

Td/IPV' + MenACWY" + MMR

Four weak gap

Td/IPY + MMR

Four week gap

Td/IPV

* Thosa aged from 10 years wp to 25 years who have
never recaived a MenC-containing vaccine should be
offerad MenACWY
Thosa aged 10 years up to 25 years may be eligible
ar may shortly bacoma eligible for MenACWY usually
given around 14y of age. Those bom on/aftar 1/91996
remain eligible for MenACWY until their 25 birthday

First booster of Td/IPV: Preferably 5 years
following completion of primary course
Second booster of Td/IPV: Ideally 10 years
{minimum 5 years) following first booster

i

Boosters + subsequent vaccination

HPV vaccine

« all females (borm onafter 01/08/91) and males (born
on/after 01/09/08) remain eligible for HPY vaccine up
to their 25th birthday on the adolescent programme

+ gligible immunocompetant individuals aged 11 o
25 years only require a single dosa of HPVY vaccine

« aligible individuals who are HIV positive or

immunosuppressad should be offered a 3 dose

schedula at 0, 1, 4-68 months

for datails of GBMSM HPV vaccination programme,

please see Green Book HPY chapter

+ any dose of Cervarix, Gardasil or Gardasil 9 would
be considerad valid if praviously vaccinated or
vaccinated abraad

Shingles vaccine

+ severely immunosuppressed individuals
from 50 years of age (efigibility as defined in tha
Grean Book Shingles chapter 2Ba): 2 doses of
Shingrix vaccine 8 weeks to 8 months apart; no
upper age limit to start or complete the coursea

+ immunocompetent individuals from their §5th and
V0th birthday (see Shingles: guidance and vaccination
progEmme on GOV LK website for eligibility) 2 doses
of Shingrix vaccine & manths to 12 months apart. Once
these indriduals have becomea aligible, they remain
eligible until their 80th birthday. The second dose of
Shingrix vaccine can be given up to Bist birthday o those
wha have commenced but not completed the courss

= immunocompetent individuals agad from 70 years
who wara préviously eligible for shingles vaccination
before 01/08/23 should receive Zostavax [unless
contraindicated) until stocks of this vaccine are
exthausted, after which Shingrix should be offerad

f
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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

't takes practice...

Ask for support when responding to incomplete and uncertain immunisation schedules

OXFORD
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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



Some people may need extra vaccines

Some people are more likely to suffer
* serious iliness from infections and should
E' be offered extra vaccinations to help protect
them. This includes peopie living with a
chronic iiness that affects their major organs
of their immune system.

Hepatitis A The vaccin is needed for
people at high risk of hepatitis A, including
thase with Iver disease and families where
acase has been reporied.

Hepatitis B Extra hepatitis B vaccine is
also available for people with liver disease
or those with a high chance of catching the
infection (e.q. babies bom to women with
hepatitis B or people who have a partner
or family member with the infection).

Ask your GP practice if you or your baby
should receive hepatitis B vaccination

Tuberculosis The BCG vaccine is needed
by children and adults ving in areas with
high rates of TB. People with close family
members with TB alse need the BCG vaccine.

For information on the current NHSE regi:
guidance (the Primary Medical Care Pol

and Guidance Manual) and the BMA's n:lugh
guide to migrant health needs please visit:
https://bit.ly/2hv37zc

| have a right to register
and receive treatment from
a GP practice

Are you or someone you
care about ill?

A

Call NHS 111 if you urgently need
medical help or advice but it's not
a life-threatening situation. You can
also call NHS 111 if you're not sure
which NHS service you need.

Ask your local Pharmacist for
advice - your pharmacist can
give you advice for many common
minor illnesses, such as diarrhoea,
minar infections, headache, travel
advice or sore throat.

Make an appointment with your
GP if you are feeling unwell and it
is not an emergency.

Visit a walk-in centre, minor
injuries unit or urgent care
centre if you have a minor ilness
of injury (cuts, sprains or rashes)
and it can't wait until your GP
surgery opens.

Call 999 if someone is seriously il
or injured and their life is at risk.

An AZE department (also known
as emergency department or
casualty) deals with genuine life-

threatening emergencies. People are

seen and treated in order of need.

UK Health
Security
Agency
UK Heath Secusity Agency gaiswsy numbes: 2019208
© Crown copyeight 2022 MG23855 1F DEC 2010 (APS)

|

UK Health
Security
Agency

Moved to the UK:

NHS|

Get up-to-date

with your
vaccinations

)

Moved to the UK: Get up-to-date with your

vaccinations 2019206 English (publishing.service.gov.uk)

Vaccines are the safest way to protect you
and your family from serious infections -
they help you stay healthy

In England, most vaccinations are offered free
on the NHS. Vaccinations can protect you
throughout your life. To protect children as
early as possible many vaccines are offerad
to babies and toddlers before they start
school. As vaccinations are so well accepted
in England, they are not mandatory.

Waccinations are usually given by practice

I nurses at your GP practice. Practice nurses

S are specially trained to give advice and offer
vaccines. The nurse will carefully check the
medical history but, as long as you or your
child is well, an examination by a doctor is
not needed.
Cider children are offered some vaccinations
in schoal, Vaccinations for adults are nomaly
offered at your GP practics or pharmacy.

If you are unsure if you or your child has had
o all the recommended vaccinations in England
F -] — check with your GP practice. It is never

too late to catch-up on the vaccinations
recommended in England.

Registering with a GP practice

Anyone in England can register with a GP
practice and see a primary care doctor or nurse
for FREE. You do not need to provide proof

of identity or of immigration status in order to
register with a GP practice.

This also applies if you are an asylum seeker,
refugee, a homeless patient or an overseas
visitor, whether lawfully in the UK or not.

You should register even if you are fit and well.
You never know when you may need health care
and the practice can offer preventive services
to keep you healthy.

X | i you need a chaperone or an
interpreter, ask your GP practice.

Everyone in England should register with
a GP. You can see them for free and you
do not need proof of address

You can find detalls on how to register with a GP in
this leaflet and at www. nhs.ulu'uslng -the-nhs/
nhs-ser g ith-a-
gp-practice

You may have to pay for some treatment on the
NHS, but routine vaccinations are free

What to do if you have problems
accessing health care?

If you are still having problems dial 111.

Different countries offer
different vaccines

It is good to check with your GP
practice and make sure you

have had all of the vaccines
we offer for free here
in England. It
does not matter
why you have
missed them, it
is important to
catch up and get
protected.

Some infections
can be more
common in
other countries,
so itis also
important to
check if you
need any extra
vaccines before
you travel overseas
fo visit family and
friends — some travel
vaccines are not free
on the NHS

When and what vaccines are given
routinely in England?

Vaccinations are offered to new-bom
babies, young children, teenagers, pregnant
women and older people. You can find out
more about the vaccination schedule here
www.nhs.uk/conditions/vaccinations.

If you have missed any of the vaccines

in the UK schedule, you may still need
protection, even at an older age. Ask your
GP or nurse to check if you need a
catch-up dose.

Babies and toddlers need vaccinations
to protect them from childhood infections
including measles, mumps, rubella (MMR),
rotavirus, diphiheria, whooping cough,
meningitis, polio, tetanus, hepatitis B, TB
and more.
@ Pre-school children need booster

e vaccinations for some of the diseases listed

5 above. This helps to protect children better
and for longer. Primary school children are
offered flu vaccination every year.

-
Teenagers need ancther top up (booster)
vaccination for some of these infections,
including meningitis, to give longer lasting
protection into aduithood. They are alsa
offered the HPV vaccine which can prevent
SOME Ccancers.
If you are planning a baby then you
9 should check you have received all of your
vaccinations — especially two doses of MMR
— before you get pregnant.
If you are pregnant you need vaccinations to
protect you and your baby from whooping
oough and flu. You should also be screened
(have a blood test) for infections such as
hepatitis B which can pass from mother
to child. Some babies may need an extra
hepatitis B vaccination at birth.

* Cider people need vaccinations to protect

them against flu, pneumonia and shingles.

Talk to your GP or practice nurse to check if you
or your child need any routine or extra vaccines.

M

OXFO RD /
VACCINE GROUP



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

i
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Newmigrants are less likely to be vaccinated than thelgeneral
population in England.

Keeping up to date with vaccinations for migrants - YouTube



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

Reminder - General principles o

GROUP

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

-/ ) An Overview of the Vaccine Research Trials 4;[% f

DEPARTMENT OF . . . . a
PAEDIATRICS Karen Ford, Immunisation Specialist and Senior Research Nurse
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Vaccine trials in terms of...

OXFORD
VACCINE GROUP

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
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Analysis
Scientific
Results Question
Dissemination
Research Design
& Process Relevance to
Protocol public health
and policy

Participants

Funding and
Resources



Factors

that can initiate vaccine trials

Emergence of new or re
emergence of a disease
e.g. COVID-19

Ebola

Lack of Demand for new or
information to : alternative products
inform vaccine Vaccine e.g. MenB, cell

policy e.g. should Trial based influenza
Men B be given vaccine, inactivated
to teenagers? shingles vaccine

Changes in the epidemiology
of vaccine-preventable
disease e.g. pneumococcal

i
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e.g. lack of information
to inform vaccine policy




40

Trial carried out as lack of information to inform S,
vaccine pol

Be on the TEAM: TEenagers Against Meningitis

25 March 2018

Public Engagement

The Cxford Vaccine Group are inviting students in school year 12 to take part in a research project to understand whether
immunising teenagers with vaccines against ‘Meningitis B’ could protect them and the rest of the community against
these potentially deadly bacteria. This is a national study involving 24 000 year 12 students across the United Kingdom.

BE ON THE TEAM Teenagers at participating schools are being asked to take part by local research teams involved.
TEEMAGERS AGAINST MEMNINGITIS

& 5o
BE ON THE TEAM

TEENAGERS AGAINST MENINGITIS

“H‘

OSF(‘ Study Site Locations
ko

uuuuuu

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



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

What Is ] I

Do MenB vaccines reduce

REDUCE

the amount of MenB
CAR R IAG E bacteria at the back of

teenagers throats?

If you reduce teenage
carriage, can you ) COMMUNITY
reduce the spread of
MenB throughout the
community?
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Study Overview

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

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

GROUP 1
4CMenB
“Bexsero”

_ COMPARE CARRIAGE
»  BETWEEN GROUPS

GROUP 2
MenB-fHBP

o

GROUP 3
“Control

Group”
8000

\

Vaccine after
the study

f
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_ NOW vs ONE YEAR VACCINATED vs UNVACCINATED -



Research governance
and approvals
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Regulatory Requirements fi
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Information, support and training for clinical research compliance

Research Support

UMIVERSITY O-F . v—
OXFORD Facilitating world-class research —_ ! - &

Research governance Study preparation Sponsorship &
& classification approvals

Requirements for each type
of clinical research project

For every stage of research there are
regulatory requirements that must

Read about sponsorship > CHECK THE PROCESS > Read about the process >
be followed
E =] |+
Conduct of clinical Resources for clinical Training for clinical
research research governance researchers
VIEW REQUIREMENTS > ACCESS RESOURCES > BOOK TRAINING >

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



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

The Clinical Trials Toolkit Routemap National Insti tc%lf?r 4OM
0

N

AR

8 4 ; Health Research
ngoing Managemen
Funding & h?omt%rmg .
Secured OXFORD
VACCINE GROUP
GCP & Serious
Trial Breach
Master File Reporting
+ |
Safety
Within the RED _ Peer i Trial is Reporting
scope of the Consultation Review CTA Submission abandoned 'O_O"
CT Regulations ? Progress
Funding Unique Permissions Reporting Clinical Trial
Proposal Trial & Approvals { Trial MHRA End of Trial Summary
P Obtained Begins Declaration Archivin
Number eg Inspection Report g
., N
O ? Sponsorship Confirm [ Final Ethics Final Trial Informed Audit Statistical Dissemination
Trial Risk Sponsor | Protocol & IRAS | Submission} Management  Consent ¥ Substantial g Data Analysis  of Results
Planning assessment Documentation s Amendments g
& DeS|gn + ’O----O‘
Cl Checklist [
Feasibility & . R&D ®  Addition of
Protocol lnvestig;)tlor Before Seeking 5 ;bmission % New Sites & 3
Development | Selection Approval s Investigators s
B

e

® Urgent Safety ¥

Contracts &

Trial Agreements s Measures 4
Management & . g
Monitoring Trial Documentation e TTT e 34

Temporary Halt ~ Early Termination

—Q o
Trial Pharmacovigilance
Supplies

Key to symbols
Demonstrates processes that can Legal Requirement (Specific for trials within the CT Regulations scope)
I be done in parallel Legal Requirement (Relevant to all trials)

Ll L Demonstrates that not all Standard Process (Relevant to all trials)

processes will apply to all trials

0000

Good Practice (Relevant to all trials)



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

Research governance

VACCINE GROUP

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


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

Regulatory Requirements

UMNIVERSITY OF

OXFORD

Research Support

Facilitating world-class research

Key documents & regulations

Research governance is made up of requlations, principles and standards of good practice designed to achieve and continuously
improve research quality.

Key documents, regulations and other resources relevant to
clinical research

+ Expand All
UK policy framework for health and social care research v
Good Clinical Practice (GCP) v
EU directives v
Medicines for Human Use (Clinical Trials) Regulations v
Human Tissue Act v
Declaration of Helsinki v
General Data Protection Regulation (GDPR) v
Mental Capacity Act v
Risk-adapted approach v

Genetically modified organisms (GMOs) v

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

Regulation leads to standards.

The significance of which are ... OXFORD

VACCINE GROUP

® The outcomes of research inform clinical
decisions and guidance

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

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

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



Regulatory Requirements e.g.

OXFORD
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Good Clinical Practice (GCP) A

GCP is a set of internationally recognised ethical and scientific quality requirements for designing, conducting, recording and
reporting research that involves human participation. Compliance provides public assurance that the rights, safety and wellbeing
of participants are respected and protected, and that the data generated are credible and accurate.

Compliance with GCP is a legal obligation in Europe for all trials of investigational medicinal products.

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



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

OXFORD
VACCINE GROUP

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...

Tf_’f—’ r igh?s, safety, and We//.-being of the * Freely given informed consent should be
trial subjects are the most important obtained from every subject before clinical

gonSIderat/ong and should preva// over trial participation
interests of science and society



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

VACCINE GROUP

NUREMBURG TRIALS RONALD MADDISON

. e 21yr Royal Air Force engineer who was unlawfully
experiments on concentration camp prisoners killed as the result of exposure to a nerve agent
without their consent to ‘advance science’ (Sarin) in 1953 at Porton Down (then War

* ‘Nuremberg Code’ was drafted as a set of standards Department Experiment Station)
against which physicians and scientists who had * One of 6 subjects offered 15 shillings and a three-day
conducted the experiments could be judged leave pass for taking part in the experiments

* Code became the foundation of many later codes * Highlighted the importance of freely given informed
intended to assure that research involving human consent without coercion
subjects would be carried out ethically.




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.

OXFORD
VACCINE GROUP

'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/

Research Ethics Committee (REC)

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

OXFORD
VACCINE GROUP

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.



NG

Medicines and Healthcare Regulatory Agency [
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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 M
Healthcare Products Regulatory Agency (MHRA) is required for a Clinical Trial A
of an Investigational Medicinal Product (CTIMP) R

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. 79% 0@



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 Exd
(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

Preclinical Phase 1 Phase 2 Phase 3 Phase 4
Qi FITTTRITTT R
*  severalyears- -) monthss=====- ) months to years-=» : gearstodecades-); ongoing-======»
Stages of Clinical Trials ’

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

gis]
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* 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
e priority for this research by all organisations
* |ots of volunteers to participate

Pre clinical

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

Phase I:

Small group of people (20-80)
Safety — safe dose and identifying side effects
Phase lI:

Large group (100-300)
Effectiveness & Safety
Phase lll:

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




NG

Vaccine trials Y
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Design considerations Logistics
Sample size and characteristics How will the participants be recruited?

Placebo controlled trial — will the placebo be an How long will it take to recruit?
alternative vaccine or sterile water? — consider

ethics Will the trial be multicentred?

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

Blinded to participant or double-blind

What will the outcome measurements be? How will the vaccine of interest be procured?
immunogenicity and reactogenicity

disease prevention — challenge model of vaccine
trials




Research outcomes
GENERATION OF SAFETY DATA
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Safety monitoring within vaccine trials [
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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 i. I 5-:-.5::5




Safety Reporting — Why?

VACCINE GROUP

Key principle of GCP —the
rights, safety and wellbeing of

trial subjects will be maintained .
at all times Product
Information
.I : Sheet
nvestigator
: Brochure /

Collation of safety data Summary of
> Coge\cltl_d t Product

dlidate T

S i @ Safety. Characteristics

» Report Reporting
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Safety monitoring within vaccine trials oxrors /
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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 4RM
influence on national schedule OXFORD
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E.G Rotavirus vaccine - Rotarix

emc” m MEDICINES v COMPANIES LATESTUPDATES ~ ABOUTEMC HELP SIGNUP | LOGIN Q

Rotarix Tube

GlaxoSmithKline UK ~

contact details A\ Report Side Effect
o ) Related Medicin

Active ingredient Legal Category

live attenuated rotavirus vaccine POM: Prescription only medicine A Bookmark

X Email

SmPC “ Patient Leaflet H Live Chat ‘

Folded-in

[ This information i intended fo use by health professionals | Last updated on eMC: Sectlo n Of
L ) 09 Aug 2018
1. Name of the medicinal product ® View changes BOWG[

-
. . ) P
Rotarix oral suspension in pre-filled oral applicator 21 Frint

Intussusception

Data from observational safety studies performed in several countries indicate that rotavirus vaccines carry an increased risk of

intussusception, mostly within 7 days of vaccination. Up to 6 additional cases per 100,000 infants have been observed in these |ntUSS usceptlon Of the BOWG|

countries against a background incidence of 25 to 101 per 100,000 infgnts (less than one year of age) per year, respectively.

There is limited evidence of a smaller increased risk following the sg€ond dose.

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


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

Safety data collected within vaccine trials
influence on national schedule OXFORD

VACCINE GROUP

27b Rotavirus: the green book, chapter 27b

PDF, 269KBE, 14 pages

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

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

VACCINE GROUP

emc\"'f M MEDICINES ~ COMPANIES LATEST UPDATES ABOUT EMC HELP

Bexsero Meningococcal Group B vaccine for injection in pre-filled syringe

In clinical studies in infants vaccinated at 2, 4 and 6 months of age, fever (= 36°C) was reported by 69% to 79% of subjects when
Bexsero was co-administered with routine vaccines (contaiping the following antigens: pneumococcal 7-valent conjugate,
diphtheria, tetanus, acellular pertussis, hepatitis B, inactivated poliomyelitis and Haemophilus influenzae type b) compared with
44% to 59% of subjects receiving the routine vaccines algne. Higher rates of antipyretic use were also reported for infants
vaccinated with Bexsero and routine vaccines. When Bexsero was given along, the frequency of fever was similar to that
associated with routine infant vaccines administered dyring clinical trials. When fever occurred, it generally followed a predictable
pattern, with the majority resolving by the day after vaCcination.

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 A
schedule e.g Infant MenB vaccine I &
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Meningococcal: the green book, chapter
22

PDF, 623KB, 24 pages

This file may not be suitable for users of assistive technology. Request an

accessible format.
Dosage and timing of infant paracetamol suspension (120mg/5ml) for use after primary

MenB vaccnations (usually at two and four months of age)

Age of baby Up to & months (usually at 2 and 4 months)
. Dose 1 One 2.5ml (60mg) dose as soon as possible after vaccination
Prophylactic paracetamol reduced fever rates Dose 2 S
without affecting the immune response to Dase 3 Oe 2.5l (60mg) dose 4-6 hours after second doss

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
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Vaccine trials in infants commenced |, 7 g January 2013 — UK licence
2006 T

MenB vaccination: introduction from
+2 yrs | September 2015
)

EE Q Sign in News Sport  Weather  iPlayer Sounds

NEWS Published 22 June 2015

Clinical Trial = > JAMA. 2012 Feb 8;307(6):573-82. doi: 10.1001/jama.2012.85. ~
From: Public Health England

Home UK = World | Business = Politics = Tech = Science = Health | Family & Education

Immunogenicity and tolerability of recombinant Health
serogroup B meningococcal vaccine administered
. . .. . g . Documents
with or without routine infant vaccinations Meningitis B vaccine gets European
according to different immunization schedules: a licence Introducti fMenB ination f
randomized controlled trial b e e ntroduction of MenB vaccination for

Health editor, BBC News online

infants

Ref: PHE Gateway Number: 2015116
PDF,164KB, 15 pages

Nicoletta Gossger 1, Matthew D Snape, Ly-Mee Yu, Adam Finn, Gianni Bona, Susanna Esposito, ® 22 January 2013 f © ¥ [ <« shae
Nicola Principi, Javier Diez-Domingo, Etienne Sokal, Birgitta Becker, Dorothee Kieninger,
Roman Prymula, Peter Dull, Ellen Ypma, Daniela Toneatto, Alan Kimura, Andrew J Pollard,

A vaccine to protect children

European MenB Vaccine Study Group against onelof the most commion / This fiLs:- may not be suitable for users of assistive technology. Request ap
Collaborators, Affiliations + expand and deadly forms of meningitis has 7 accessible format.
PMID: 22218278 DOI: 10.1001/jama.2012.85 been:licensadiforusaiiniEurope: ' /
o
The Bexsero vaccine licensed by the 'fﬂ{'\ 4
Eoppam Conmnisson i (ho/igt i Dt https://www.gov.uk/government/publications/menb-

cover meningococcal B meningitis -
until now vaccines had protected The vaccine ks not currently recommended in
against only some of the bacterial the UK
types involved

vaccination-introduction-from-1-september-2015

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

L lil_~aaan~orc
NEdILUui-£11494U4£060



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/
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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
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Figure Status of the COVID-19 vaccine landscape



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

Time line of Oxford COVID-19 Vaccine development N ),
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¢ Phase I: The phase I trial in healthy adult volunteers began in April 2020. More than 1,000 COVID-19 OXFORD VACCINE TRIAL

immunisations were given in the UK. himpanzee adenovirus Spike SARS-CoV-2
¢ Phase II: The phase II part of the study expands the age range of people the vaccine is - . Modified
Unable to cause
assessed in, to include a small number of older adults and children. Researchers will be ‘ = disease
assessing the immune response to the vaccine in people of different ages, to find out if there I ‘
- @
is variation in how well the immune system responds in older people or children. The results o =4 .
. ) . . . L. ChAdOXx1 viral i — Genes coding
of the Phase I/1I trial were published in July 2020. Children's trials are now underway. Nachor spike protein
¢ Phase III: The phase III part of the study involves assessing how the vaccine works in a large 5 e ChAdOX1 nCov-19
- O e M s ik i i
number of people over the age of 18. This group will assess how well the vaccine works to o i ‘ e ®
. e . : . . Ifinfected,
prevent people from becoming infected and unwell with COVID-19. It involves multiple Bt?:ydproducgsst ‘ , / ':y:f:fn Setsrergy
. . . . - . . [EIOMIES A58k SARS-CoV-2
locations, including other countries. Initial Phase 111 results were published in December spike proteins R

2020.

ord COVID-19 vaccine works. A chimpanzee adenovirus is used in the ChAdOx1 viral vector, engineered to r

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

AT ko 4th January 2021 —
first individuals
vaccinated with
COVID-19 Vaccine
AstraZeneca

9th May 2024

AstraZeneca to withdraw Covid
vaccine

Approved
30t Dec 2020

Its vaccine was estimated to have saved millions of lives during the pandemic,

AstraZeneca to withdraw Covid vaccine - BBC News



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
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Pneumococcal conjugate vaccine 13 delivered as one primary @ (R)
and one booster dose (1 + 1) compared with two primary Findings:
doses and a booster (2 +1) in UK infants: a multicentre,
parallel group randomised controlled trial

Nine of 13 serotypes in PCV13, post-booster

Dervid Godedblatt*, Jo Southern®, Nick | Andrews, Pally Burbidge, jo Partington, Lucy Roalfe, Marta Valente Pinto, Vsl Thalasselis, Emma Plested, m responses in infa nts primed With a Single dose
R B e e are equivalent or superior to those seen
https://www.thelancet.com/pdfs/journals/laninf/P11S1473- following the standard UK 2+1 schedule

3099(17)30654-0.pdf 1+ 1 schedule in countries with mature PCV

programme and established herd immunity is
likely to maintain population control of vaccine
type pneumococcal disease

Groupl 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 £
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From 15t Jan 2020

JOINT COMMITTEE ON VACCINATION AND IMMUNISATION

Minute of the meeting on 04 October 2017

Wellington House, Waterloo Road, London
JCVI minutes 4t 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 at3mand 12m

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

NHS!

We are changing our vaccination schedule!

Only 2 injections

at 8,12, 16

weeks!

For babies born from 1 January 2020, the vaccination

schedule for the pneumococcal vaccine (PCV) is changing.

Instead of three injections at

the 8 and 16 weeks appointment
(and one at 12 weeks), babies
will now receive only two
injections at each of these
appointments, plus rotavirus

by mouth at 8 and 12 weeks.

All babies born on or after 1 January
2020 will receive their first dose

of the pneumococcal vaccine with
their other infant vaccinations at

12 weeks of age and a booster dose
of this vaccine on or after their first
birthday.

@ mmunisation
The safest way to protect your baby

This change to the schedule is being
made because the pneumococcal
vaccine used since 2006 has been
so successful.

High uptake of this very

effective vaccine has resulted in
excellent control of the types of
pneumococcal bacteria that the
vaccine protects against. Very

little disease caused by these
bacteria is now seen in the UK

and vaccine experts have therefore
agreed that a single dose of vaccine
in infancy and a booster dose
around the first birthday should
continue to provide good protection
for children and for the community
as a whole. This will mean one

less injection for babies.



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
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Research outcomes

CHANGES TO SUPPLY OF A VACCINE LEAD TO RESEARCH
INTO POSSIBLE CHANGES TO TIMINGS &
COMBINATIONS OF DOSES OF VACCINE
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Menitorix© discontinuation
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Independent report
Joint Committee on Vaccination and
Immunisation (JCVI) interim statement

on the immunisation schedule for After careful consideration of options,

children JCVI advises
- An additional Hib-containing vaccine (12 or 18
The Joint Committee on Vaccination and Immunisation (JCVI) has been notified of the months)
tantschedutessthisvaccine s corentysmenat omontre. - Second MMR at 18 months to improve coverage
JCVI interim statement on changes to the childhood immunisation schedule - MenC Containing vaccine in infant schedule not
GOV.UK (www.gov.uk) recommended

To evaluate: 6 in 1 vaccine study part 2



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
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Whatwas 6in 1 part1? s
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Part 1 separate study started in 2019:

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

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

ublication:

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

8 Vaccine Update: Issue 325, April 2022

Availability of Vaxelis® vaccine as an alternative to Infanrix hexa®

Since 31 January 2022, as part of the current vaccination programme, Vaxelis® has
been available to order via ImmForm. Vaxelis® is an alternative hexavalent vaccine to
Infanrix hexa® (DTaP/IPV/Hib/HepB) for routine infant primary immunisations scheduled
at 8, 12 and 16 weeks of age. Vaxelis protects against the same 6 diseases as Infanrix
hexa® and has been licensed in Europe for more than 5 years.

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

Aim of 6 in 1 part 2 vaccine study

VACCINE GROUP

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




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

Homologous Hex-l Heterologous Hex-V Homologous Hex-V  Heterologous Hex-I

N = 132 (INFANRIX HEXA) N = 132 (VAXELIS) N = 132 (VAXELIS) N = 132 (INFANRIX HEXA)
PCV13 PCV13 PCV13 PCV13
- § 4CMenB § 4CMenB ﬁ 4CMenB § 4CMenB
12 Months — Visit 1 MMR MMR MMR MMR

(Optional: Varicella) (Optional: Varicella) (Optional: Varicella) (Optional: Varicella)

Hex-I| Hex-V Hex-V Hex-I
MMR MMR MMR MMR
18 Months — Visit 2  (Optional: Varicella) (Optional: Varicella) (Optional: Varicella) (Optional: Varicella)

C Blood Test O Blood Test O Blood Test 6 Blood Test

19 Months — Visit 3 O Blood Test O Blood Test C Blood Test C Blood Test
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o“\./"c National Immunisation Schedule
}/.\ Evaluation Consortium

Home" About Membership Studies Outputs & Policy Impact

Welcome to NISEC

Welcome to the website of the National Immunisation Schedule Evaluation Consortium (NISEC). NISEC is a
collaboration between a network of Academic Clinical Research groups and the UK Health Security Agency,
with a brief of conducting clinical research relevant to UK immunisation policy. NISEC is funded by the
National Institute for Health Research Policy Research Programme (PR-R17-0916-22001), with additional
funding for COVID-19 studies from the NIHR and Vaccine Task Force. On these pages you will find out more
about who we are, our past and present studies, and these are influencing the UK Immunisation programme.

| FUNDED BY |
NIHR | o Hcainresearcn

NISEC Membership
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NISEC Member Institutions

B University of Imperial College
B BRISTOL London
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https://www.nisec.ac.uk/

Studies
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COV-Boost

What's the STORY?

Visit Study Website »

COV-C#V

Camparing (XD M Vaisne Trhadels Comiingian

Vst Stuay Website >

Com-COV 2

Visit Study Website »

IMAP3
OpTIMUM iMAP3
Vigit Study Website > Visit Srucdy Website >



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

Key learning points

VACCINE GROUP

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
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] Vactines and Society Unit (WAS)

Vaccines and Society Unit

The Vaccines and Society Unit (VAS) is a multidisciplinary research centre that aims to improve understanding of the roles played by individuals and groups in their interaction with

healthcare practice and medical research.

The unit aims to produce theoretical and empirical research in social sciences and create a bridge to public health issues through policy advice, interventions, and public engagement.
\We draw on a variety of disciplines from sociclogy, history, behavioural science, health economics, and public policy to combine a wide set of tools and literatures. Being hosted by the

Oxford Vaccine Group, benefits from the unique opportunity to interact with vaccinologists, epidemiologists, immunologists, and clinicians.

A particular focus is on studying actors’ attitudes and behaviour towards vaccination in society, policy, and media, across time and geographies. More broadly, our interests are also in a
wide range of public health topics, including issue prioritisation, disease history, and social mobilisation.

The research unit runs regular research seminars, has ongoing collaborative writing groups on a wide range of topics, and frequently hosts visiting researchers.

Visit the Vaccines and Society Unit



https://www.ovg.ox.ac.uk/vaccines-health-and-society-unit-2013-vhas-1
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How vaccines are tested, licensed and monitored | Vaccine Knowledge Project (ox.ac.uk)

%3y Vaccines: From lab to licensing.
e, laic

COVID-19 vaccine * Get the

latest information from the... OM MB ‘ Ta "CHS’NG

IIDAPTED FROM AN
ANIMATION

. FROM LAB TO LICENSING


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