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Catch up schedule

Review documented evidence of previous vaccinations
Observe minimal intervals and age
Interval between doses may be reduced

Give age appropriate schedule
— The number of doses may reduce with age (e.g. PCV)

— Recommended vaccines change or may be omitted

Never restart schedule, regardless of interval (except cholera)
May give all vaccines at one visit (minimum 2.5 cm apart)

Use optimal intervals when child is back on course

Children living in Ireland require Irish schedule




Catch-up schedule for children and adults

Vaccine

4 months to <12 months

12 months to < 4 years

4 to <10 years

10 to <18 years

18 years and older

6in 1!

3 doses. 2 ronths apart

3 doses, 2 months apart

3 doses, 2 months apart

Men B

2 doses, 2 months apart

(1 dose if =2 10 months)

2 doses 2 months apart (if born

on or after October 15t 2016)

1 dose

1 dose

1 dose (if given after
10 years of age,
adolescent MenC
booster not required)

1 dose
(up to 23
years of age)

PCV

2 doses
2 months apart

1 dose
(omit if >2 years of age?)

MMR3

1 dose

2 doses
1 month apart

2 doses
1 month apart

2 doses
1 month apart?

Rotavirus®

2 doses
4 weeks apart
(up to 8 months 0 days)

Tdap/IPV

3 doses
1 month apart

1 dose®

Td/IPV

2 doses 1
month apart (1
month after
Tdap/IPV)

Continue with routine
childhood immunisation
schedule from 12 months.

Continue with routine school
immunisations

[4in 1 (Tdap/IPV) at least 6 months and
preferably 3 years after primary course,
MMR at least 1 month after previousdose]

Continue with routine
school immunisations
[4in 1 (Tdap/IPV) at least
6 months and preferably
3years after primary
course]

Booster of Tdap/IPV 5
years after primary
course and Tdap 10
years later

1 One dose of single Hib vaccine may be given to children over 12 months of age and up to 10 years of age if this is the only vaccine

they require
2 Unless at increased risk

3 The second dose of MMR is recommended routinely at 4-5 years but may be administered earlier. Children vaccinated before their

first birthday in the case of an outbreak should have a repeat MMR vaccination at 12 months of age, at least one month after the first
vaccine with a further dose at 4-5 years of age. If a child aged <18 months receives a second MMR vaccine within 3 months of the
first MMR a third MMR should be given at 4-5 years of age.
4 For health care workers without presumptive evidence of immunity; for contacts in outbreaks born in Ireland since 1978 or born

outside Ireland and for adults from low resource countries, without evidence of two doses of MMR vaccine

5 One dose if 7-<8 months

6 Only one dose of Tdap/IPV is required due to likely previous exposure to pertussis infection




Immunisation requirements
Interval between doses

Interval between doses (months)

Vaccine 1/2 2/3 3/4 415
DTaP/IPV/Hib/HepB 2 2 6 S years

Tdap/IPV 1 6 S years

(low dose vaccine)

MMR

Rotavirus




Contraindications and Precautions

Contraindications
 Anaphylaxis to any of the vaccine constituents

e Rotavirus

» Severe Combined Immunodeficiency Disorder (SCID)
* Previous history of intussusception
« Malformation of the gastrointestinal tract (?lead to intussusception)

» Hereditary fructose intolerance, sucrose-isomaltase deficiency or glucose-
galactose malabsorption

« MMR

« Significantly immunocompromised persons, and those receiving
Immunosuppressive therapy, high-dose x-ray therapy and current high-dose
systemic corticosteroids

 Pregnancy and avoid for 1 month after MMR

Precautions

e Acute severe febrile iliness: defer until recovery
« MMR/ Varicella/ Zoster/ Yellow fever




European Centre for
Disease Prevention and Control
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VACCINATION SCHEDULE

Ireland and Poland: Comparison of recommended vaccinations

:gq Back to search Export as spreadchest

Ireland Poland
] B ¥ General recommendation
B ¥ Recommendstion for specific groups only
1 Catch-up (g, if previous dosad missad)
™ Vacrinstion not funded by the National Hezlth syseem

™ Mendstory vaccination




WHO vaccine-preventable diseases: monitoring system. 2017 global summary

Immunization schedule selection centre:

The Regions, Countries, Vaccines lists are mulfiselect-enabled.
You are free to select any amount of any combination of items.

Regions list; Countries list
AFR Afghanistan
AMR Albania
EMR Algeria
EUR Andorra
SEAR Angola
WPR Antigua and Barbuda

Vaccines list
aP.......Acellular pertussis vaccine
BCG..........Bacille Calmeatte-Guérin vaccine
CHOLERA Cholera vaccine
Dip..........Diphtheria vaccine
Diphteria Diphtheria vaccine
DT Tetanus and diphtheria toxoid childrens’ dose
DTaP..........Diphtheria and tatanus toxoid with acellular pertussis vaccine
DTaPHep..........Diphtheria and tetanus toxoid with acellular pertussis and HepB vaccine
DTaPHepBIPV......... Diphtheria and Tetanus and Pertussis and Hepatitis B and Polio
DTaPHeplPV.......... Diphtheria and tetanus toxoid with acellular pertussis. HepB and IPV vaccine
DTaPHib. Diphtheria and tetanus toxoid with acellular pertussis and Hib vaccine
DTaPHibHepB..........Diphtheria and tetanus toxoid with acellular pertussis, Hib and HepB vaccine

| 1Select all vaccines | | Unselect all vaccines? |

ok

Click on the link for: Immunization schedules by disease covered by antigens within age range

Employment | Other UN Sites | Search | Suggestions | RSS | Privacy
© World Health Organization 2017. All rights reserved




Premature Babies

e More at risk from vaccine preventable diseases

e Should have vaccinations carried out according
to chronological age

« May start vaccinations in hospital




More information

o Chapter 2 of the Immunisation Guidelines

Summary Catch-up

If in doubt, give them all




Adverse Events Outline

 Abbreviations, Definitions

* Adverse Event (AE), Adverse Reaction
(AR) or coincidence?

How are AES recorded?
How are ARs identified?
—-requency of ARs
Reporting of AES




Definitions

Adverse Event (AE)
-Any untoward medical occurrence ... which does not
necessarily have a causal relationship with the treatment
Adverse Reaction (AR )
-A response to a drug which is noxious and unintended, ...

Adverse Event Following Immunization (AEFI)

-Any untoward medical occurrence which follows
immunisation and which does not necessarily have a causal
relationship with the usage of the vaccine

-The adverse event may be any unfavourable or unintended
sign, abnormal laboratory finding, symptom or disease
Immunisation Error

-An adverse event following immunisation that is caused by
inappropriate vaccine handling, prescribing or administration
and thus by its nature is preventable




Common
(>1in 100)

 Redness

» Swelling,
nodule

* Pain

e Fever,
irritability, loss
of appetite

* Nausea,
D+V

Known AEFIs

Rare
(<1/1,000)

* Fainting or
collapse

e Febrile
seizure

e Thrombo-
cytopoenia

Very rare
(<1/100,000)

* Serious
allergic
reaction

e Arthritis

Extremely
rare

< 1/ million

» Encephalitis
» Paralysis
» Death




What I1s “Less Common” ?

Frequency of known injury* What else is this
common?

1/1,000 to 1/100,000
— Fainting or collapse Having
— Febrile seizure quadruplets
— Thrombocytopoenia

1/100,000 to 1/1,000,000 _ ‘
— Serious allergic reaction Getting struc

— Arthritis by Iightning
<1in amillion

— Encephalitis Winning the

— Paralysis lotto
— Death

www.immunisation.ie




Presenting Risk Information

 Understand the specific concerns
— Not all the same

— Don’t bring up new concerns
 Frame your message

\4

75% lean beef burgers

It is 99% safe

This vaccine rarely causes serious
reactions - about 1 to 3 children out
of 10,000 who receive it

Avoid academic jargon




AEFIs: potential sources

Manufacturing potency issues

e over-attenuation of live vaccines
* Instability over time
e reconstitution, mixing interferences

Storage issues

Administration issues

e technique
e concomitant administrations

Patient profile
e age, weight
e Immune deficiency e.g. AIDS

Environmental
» epidemiology: strain variation




Timing of Vaccine Reactions

e |[nactivated vaccines
e generally within 48hrs

 Live vaccines
« according to time for organism to replicate

« MMR

 mini-measles 6-11 days
e rubella 2" week
e mumps 3to 6 weeks




Minimising Errors

Ight patient

Ight vaccine and diluent

Ight time (age, interval, expiry)
Ight dose

Ight site

Ight route

Ight documentation




Vaccine Safety Studies

10-100

PHASE | subjects

May not involve
target population

Safety,
PHASE II immunogenicity, 100 to 200

dosing in target subjects
population

Safety, immunogenicity, 1000s to
duration of immune 10,000s
response, concomitant use,
efficacy

PHASE llI

PHASE IV > 100,000

Safety and effectiveness;
occurs after licensure




Why Monitor AEFIs?

No vaccine is 100% safe

Safety profile established in pre-license trials
Rare events require huge numbers to detect

Risk / benefit balance changes over time

as incidence falls-e.g. VAPP with oral polio vaccine
as society becomes more critical

Pharmacovigilance

Science and activities relating to the detection, assessment,
understanding and prevention of adverse effects

Objectives
e preventing harm from adverse reactions
« promoting safe and effective use of medicinal products




Benefit-risk balance

Medicines may have unintended, harmful effects.
Active substance tested In trials
Licenced only if benefits outweigh risks

Used in patients who may differ from the study
population, e.g. age or additional diseases

Important to identify any new risk ASAP, and to take
measures to minimise risk and promote safe and
effective use




Correlation 1s not Causation

Ice Cream and Drowning Scatter, 2006
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Spurious Correlations, tylerviggen.com




Criteria of Causality (Bradford Hill)
The Bad Dog Ate the Cat

Temporality - occurs after, change in incidence over
time

Biological Plausibility - biological mechanism can
make causality more plausible

Dose - Response Relationship

Association (strength of) - measured using RRs and
ORs

Consistency - similar results from different studies,
researchers, populations, times




Reporting AEFIs

<10% are reported
Up to 99% are not reported

Safety Is provisional at time of licencing -
Rotashield, Pandemrix

Every report is important

If In doubt, write one out
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Report an Issue

1 Quality Concerns

If you are concemned that you have had a side effect to a medicine, or experienced a problem with any other
type of healthcare product regulated by the HPRA, you may need to contact your healthcare professional who
can advise on any treatment that may be needed. They can also report the issue to the HPRA on your behalf.

If you wish to directly report issues relating to the use or quality of healthcare products you can use the HPRA's
online reporting service. Anyone can report issues relating to the safety and quality of healthcare products to the
HPRA. This includes patients, carers, other members of the public and healthcare professionals.

Please note that in completing a report form, we understand that you are consenting to the information provided,
including your contact details, to be stored securely by the HFRA. Your contact details will be used solely for the
purposes of interaction with you regarding the report submitted. For the purposes of complying with ow
statutory and legal reporting requirements, summary aetails of this report {excluding personal information) may
be shared with other bodies also involved in monitoring activities in accordance with HPRA obligations and data
protection requirements. This ensures that the information is available to all relevant parties. The right exists to
request a capy of personal data held by the HPRA and to have any inaccuracies in such data corrected or
deleted

Online Report Forms

The following forms can all be completed using the HPRA online reporting system:




