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Oral Rotavirus Vaccination

The oral rotavirus vaccine (RotaTeq® from CSL
Biotherapies) program has been included onto the
National Immunisation Program (NIP) following
the recent announcement by the Commonwealth
Government.

All babies born from May 1, 2007 are eligible for free
oral rotavirus vaccine. The oral RotaTeq® vaccine is
given as a three-dose course with the other scheduled
vaccines routinely given to infants at two and four
months (Infanrix IPV®, Comvax®, Prevenar®) and

six months (Infanrix IPV®, Prevenar®) of age. The
vaccine is a ‘live’ weakened virus vaccine.

The licensed rotavirus vaccines have undergone some
of the largest and most stringent testing in clinical
trials ever seen for any vaccine. In the late 1990s

a different type of rotavirus vaccine (RotaShield®)
was used. This vaccine was found to be associated
with an uncommon type of bowel obstruction called

Z ‘intussusception’, and was taken off the market. The
g new rotavirus vaccines were tested with more than
%% 70,000 children and have not been associated with
intussusception.
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Rotavirus Vaccine,
Live, Oral, Pentaval
Single-dose 2 mL

PRESCAPTION ONLY NEDICHE
RotaTeq®

®

Rotavirus is the most

common cause of severe
gastroenteritis in infants and young children in Australia.
Children can be infected with rotavirus several times
during their lives, and almost every child will suffer at
least one infection by the age of three years. It is easily
spread from one child to the next. Symptoms range from
mild, watery diarrhoea to severe, dehydrating diarrhoea
with vomiting, fever and shock.

RotaTeg® is an
ORAL vaccine
indicated for
the prevention
of rotavirus
gastroenteritis
in infants.

Rotavirus infections are often more severe than other causes of diarrhoea. They
are more likely to be associated with dehydration and require treatment in hospital.
Confirmation of rotavirus infection can only be made by laboratory testing of faecal
specimens.

In Australia, it is estimated in children less than five years of age that there are
approximately:

= 10,000 hospitalisations

= 115,000 GP visits

= 22,000 emergency department visits
= One death due to rotavirus each year.

Vaccination will reduce the risk of developing severe rotavirus gastroenteritis by
approximately 85—100% and any rotavirus gastroenteritis by approximately 70%.
The vaccine will not prevent diarrhoea and vomiting caused by other infections.

Rotavirus is the most common cause of severe
gastroenteritis in infants and young children in Australia.
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Pre-immunisation
checklist:

Before an infant receives the oral
rotavirus vaccine the following
points need to be assessed:

= |Is outside the recommended age
range for the first and third dose

= Is unwell on the day of immunisation
(temperature over 38.5°C)

= Has had a severe reaction
to any vaccine

= |Is allergic to anything

= |s taking steroids of any sort
other than inhaled asthma sprays
or steroid creams (for example
cortisone or prednisone)

= Has received a recent blood
transfusion or blood products,
including immunoglobulins

= Has had a live vaccine within the
last month (for example BCG)

= Has a disease or is having treatment
which causes low immunity (for
example, leukaemia, cancer, HIV/AIDS,
radiotherapy or chemotherapy)

= Lives with someone who has a disease
or is having treatment which causes

low immunity (for example, leukemia,
cancer, HIV/AIDS, radiotherapy or
chemotherapy

Rotavirus vaccine is not routinely
recommended for infants with known or
suspected immunodeficiency. Further
advice should be sought and the vaccine
is deferred pending further advice.
Children who live with someone who
has low immunity should be vaccinated.
Advice regarding contraindications to
the rotavirus vaccine can be found on
the National Centre for Immunisation
Research and Surveillance (NCIRS) web
site. The NCIRS rotavirus fact sheet
web link is:

http://www.ncirs.usyd.edu.
au/facts/facts.html




Possible side effects of
oral rotavirus vaccine

The rotavirus vaccine is generally well
tolerated. Reactions to the rotavirus
vaccine are much less frequent than the
likelihood of the disease and include:

Common side effects:
= Fever

= Diarrhoea (in the week after
rotavirus vaccination)

= Vomiting (in the week after
rotavirus vaccination)

Extremely rare side effect:
= Anaphylaxis

Administer
the oral
vaccine

gently
towards the
inner cheek
to avoid
immediate
regurgitation
of the 2ml
dose

Dosing schedule for oral

RotaTeq® vaccine

The 1st dose of RotaTeqg®can be given up to the

end of week 12 and the 3rd dose up to the end of
week 32. There is no catchup program for RotaTeq®
vaccine

Age of routine
administration

1st dose 2nd dose

Age limits for dosing

Minimum

interval
between
doses

3rd dose

6—12 10 — 28
weeks weeks

doses
2mL/
dose

2, 4 and 6 months

14 — 32
weeks

There is no catch up program for RotaTeg® vaccine,
therefore it is very important to ensure the
routine childhood vaccines due at two, four

and six months are given in a timely manner.
Encouraging parents to bring their infants in

for vaccination at the recommended ages will
ensure the babies can be protected against
rotavirus disease in a timely manner and within
the cut off time for receiving vaccine doses.

Clear the fluid from
the dispensing
tip by holding the
tube vertical and
tapping the cap

Administration of oral
RotaTe® vaccine

The oral vaccine is available in a ready-to-use
formulation (2 mL). NO reconstitution is required.

Puncture the
dispensing tip
by screwing cap
clockwise until it
becomes tight.

RotaTeq® resources

Vaccine cut-off date guide:

NCIRS fact sheet:

iImmunisation@dhs.vic.gov.au




Re-administration of a regurgitated
acministered. dose of rotavirus

orally

Re-administration of a dose of rotavirus vaccine is
not necessary if infants have regurgitated or spat out
the vaccine after administration; however, immediate

redosing is appropriate if it appears that all or most
of the dose has been regurgitated immediately after
the dose is given.

Source: Rotavirus vaccines for Australian Children:
Information for GPs and immunisation providers,
NCIRS Fact Sheet, June 2007.

RotaTeq® vaccine storage recommendations

= Store refrigerated at 2°C to 8°C

= Protect from light —
do not remove the
dispensing tube from
the foil package until
vaccine is ready to
be administered

Remove cap by turning Administer dose by gently
it counterclockwise. squeezing the liquid into the
infant’s mouth towards the
inner cheek until dosing tube
is empty. (A residual drop may Dispose of empty tubes
remain in the tip of the tube). in approved biological
waste containers

Do not freeze

Rotavirus fact sheet: Rotavirus vaccine = Rotarix®

Useful immunisation resources:

Interchangeability of
rotavirus vaccines
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Gardasil® vaccine
for females aged
18 to 26 years

GP HPV vaccine program underway

The General Practice HPV vaccine program has commenced. HPV
vaccine is funded for young women who have not received the
vaccine through the school program and females aged 18 to 26
years (not funded from 27 years of age). The free vaccine is
available through GPs for two years until 30 June 2009. It is
administered in a series of three injections spread out over a six-
month period (0, two and six months).

The policy regarding completion of vaccination courses after
a woman has turned 27 years old has recently been reviewed
and clarified. A woman who commences vaccination with
HPV vaccine before she turns 27 years is eligible to receive
free HPV vaccine to complete the course.

Background: The licensing conditions for Gardasil

(HPV vaccine) make the vaccine available to females aged
between nine and 26 years. The vaccine does not have approval
for use in women aged 27 or over, so women should not be
offered the vaccine if they are already 27 before the course is
started. However, the large clinical trials enrolled women who
turned 27 before the vaccination course was completed, so
there is some data on safety and efficacy in women who are 27
years of age. To maximise protection against the strains of HPV
targeted by Gardasil, three doses of vaccine are recommended at
the intervals of 0, 2 and 6 months (with an accelerated schedule
possible of 0, 1 and 4 months). Administration of any Gardasil
dose outside of the licensed age range would be considered

an ‘off label’ dose and is contrary to the product’s license.

GPs are encouraged to use the opportunity when administering
the vaccine to remind women about the continued importance of
regular pap smears. A reminder also that consent needs to be
obtained for both administration of the vaccine and to lodge the
data on the proposed National HPV Register. This data will need to
be collected by practices and held until the register is operational
later this year. Further information about the HPV register can

be found at the Australian General Practice Network website at:
http://www.adgp.com.au/site/index.cfm?display=1813#Register

= The quadrivalent Human papillomavirus (HPV) vaccine
protects against infection with HPV types 6, 11, 16 and
18, which are responsible for at least 90% of cases of
genital warts and 70% to 80% of cervical cancers.

= The vaccine is available under the National Immunisation
Program (NIP) to females aged 12—26 years. It will be given
in Year 7 of secondary school to girls on an ongoing basis.

HPV information pamphlets are available from the Australian
Government Information line on Telephone: 1800 671 811.

Source: Helen Moore — Principal Advisor — Immunisation, AGPN Ltd
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Protecting
Our Mob N

The Immunisation Program in
collaboration with The Cancer Council
Victoria has developed resources to
promote the human papillomavirus
vaccine (HPV) for Aboriginal girls

and women aged 12 to 26 years.

The resources have been designed
especially for Victoria and consist of

a brochure, poster and a fact sheet
available from the immunisation website:
www. health.vic.gov.au/immunisation

The brochures and poster are an
excellent way to promote the importance
of the cervical cancer vaccine for
Aboriginal girls and women. The fact
sheet also provides an interpretation

of the images depicted in the artwork

by the artist, Paola Morabito.

Aboriginal women are up to four times
more likely to die from cervical cancer
than other women in Australia. Pap
smears remain an important health
check for Aboriginal women.

If your health service requires these
resources, please order them from
the immunisation resource order
form available from: www.health.
vic.gov.au/immunisation/forms
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Guide to good vaccine ordering

An increasing number of very expensive vaccines borne by the Australian taxpayer is leading to strict control on vaccine
supply by the Immunisation Program. Victoria has experienced an increasing rate of cold chain breaches in 2007
compared to previous years. To minimise the wastage it is recommended immunisation providers hold stock for one
month’s use only. A quick turn over of vaccine stock means people are vaccinated with potent vaccines. This provides
the best protection against vaccine preventable disease and in the event of a cold chain breach, discarding of vaccine

stock is also minimised.
1. Order vaccines only for use in the next 4 weeks
2. Consider the number of times a vaccine brand is used in the immunisation schedule:
= Infanrix IPV (2,4 & 6 months & 4 years of age) = 4 times
= Prevenar , RotaTeq (2, 4 & 6 months) = 3 times
= Comvax (2, 4 & 12 months) = 3 times
= Priorix (12 months & 4 years) = 2 times
= NeisVacC (12 months) = 1 time
= Varilrix (18 months) = 1 time

Sample vaccine order:
Approximately 20 children aged less than 5 years expected in the next 4 weeks for immunisation. Recommended

vaccine order as follows:
Orders will not be filled unless ‘No. Doses in Stock’ column is completed.

National Immunisation Program Vaccines Brand Name N_o. St L Dgses
in Stock Required

Diphtheria, Tetanus, Acellular Pertussis & Inactivated Poliomyelitis Infanrix 1PV 4 20

(2, 4, 6 months and 4 years)

Haemophilus influenzae type b & Hepatitis B (2, 4 and 12 months) Comvax 3 15

Childhood Pneumococcal (2, 4 and 6 months) Prevenar 3 15

Oral Rotavirus Vaccine (2, 4 and 6 months) RotaTeq 3 15

Varicella Vaccine (18 months) & (Year 7 School catch-up program) Varilrix 1 5

Measles, Mumps, Rubella (12 months and 4 years) Priorix 2 10

Meningococcal C (12 months) NeisVacC 1 5

Please allow a MINIMUM of 3 business days for processing & delivery of your vaccine order.
Vaccine order form available on website — www.health.vic.gov.au/immunisation
Use this guide when ordering other vaccines.
= Prevents vaccine wastage due to an inadvertent cold chain breach

= Improves air circulation in refrigerator by not overstocking vaccines
= Using this guide will mean the vaccine order is received and not altered by DHS

Contact

For further information on the
Immunisation Program please contact:

Immunisation Program, Department of Human Services
50 Lonsdale Street,
Melbourne 3000

Phone: 1300 882 008
Fax: 1300 768 088
Email: immunisation@dhs.vic.gov.au

www.health.vic.gov.au/immunisation
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