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BCG-Background Tes

A BCG- Isolated from a cow with TB
[Mycobacterium bovis]

A Attenuated over a 10 year period - early
1900s- used since 1921

A67 daught-differestt r ai ns 6
laboratories

A Uncertaintyé re differences in efficacy
and safety




BCG Rationale

A Highest efficacy for infants in the 1st

year of life
A~ 70-90% TB meningitis and miliary TB

A Australian recommendations
[state funded]

A Children, < 5 years, who will be travelling to countries where
annual TB incidence is > 40/100,000

A >1-month; frequent trips (cumulative)
A Aboriginal and Torres Strait Islander neonates living in high-

Incidence areas
A Neonates born to parents with leprosy or a family history of

leprosy.
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Current Vaccines Australia =

Strain Administration

BCG 10 [Poland] 0.1 mL contains 1% Multi dose vial (MDV)
6x105cfu of Brazilian Intradermal
Moreau strain, Polish 0.05ml < 12nonths
variant 0.1 ml > 1 year

Seruminstitute India (SIl) 0.1 mL containsBx105 As above
cfu of Moscow strain
(also known as BCG
Russia)
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Pragmatics. BOGin Oz

2013 BOG Connaught strain replaced with BOG
Denmark strain

I Denmark higher rate disseminated disease in HIV
I 100 dose vialsrather than 10 dose

2015 BOG Connaught strain

2016 World wide shortage: NTAC

| BOGGMoreau strain made in Poland
. [— Szczepionka przeciwgruzlicza BCG 10
ANot TGA licensed e —
ocseaian i
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Pragmatics: BCG in Victoria

Not TGA licensed: approved prescriber by TGA
olus informed consent from parents

Public clinics:
RCH Immunisation
Monash Immunisation ¢ Need referral

Geelong Hospital

—

TST not required <2yo if no contact or direct
epidemiology of risk
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Department of Health
Therapeutic Goods Administration Search TGA Q

Home Safety information Consumers QEEEIGEESILEIEE Industry About the TGA News room

Home » Health professionals » Accessing unapproved products El
Health professionals A- A+ o> Share

Reporting probiems Authorised prescribers

¥ Accessing unapproved products

Special access scheme

3 August 2017

Authorised prescribers There are circumstances where patients may require access to medicines, biclogicals or medical devices that
have not been approved for supply by the TGA.

Clinical trials
In these circumstances a medical practitioner may be granted authority to become an "Authorised Prescriber’

Personal import scherne of a specified unapproved therapeutic good (or class of unapproved therapeutic goods) to specific patients (or

classes of recipients) with a particular medical condition.
Health professional information &

education If you are seeking approval to access medicinal cannabis product please visit the 'Access to medicinal cannabis
products' section of our website,

https://www.tga.gov.au/form/authorised-prescribers b
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RCH %
Children'

Hospital
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A Public clinic (weekly) for infants < 12-months

Private BCG clinics

A number of RCH Paediatricians also provide private outpatient clinic appointments, which includes BCG vaccine delivery and other travel advice.
Due to the worldwide shortage of BCG vaccine, appointments are limited as the private clinics only have a limited amount of supply of vaccine.

Melbourne Children's Travel Clinic Assoc. Prof. Mike Starr Children's Private Medical Group

[Professor Nigel Curtis, Dr Amanda Gwee] [Dr Nigel Crawford, Dr Teresa Lazzaro, Dr
Shidan Tosif, Dr Fiona Russell]

Suite 1.3 (level 1) Suite 3.3 (level 3)
48 Flemington Rd, Parkville, 3052 48 Flemington Road, Parkville, 3052
Adjacent to the Royal Children's Adjacent to the Royal Children's Hospital

Suite 4.3 (level 4)
48 Flemington Rd, Parkville, 3052
Adjacent to the Royal Children's Hospital

Melbourne Hospital Melbourne Melbourne
E g a
T 9345 5289 E E;mﬁ;:r;@cgmgmelhaurne com.au
E: info@melbournepaediatricspecialists.com.au F: 9347 6806 F-' 4345 6100
T: 9948 5005 )
F: B376 6246 Web: www.cpmgmelbourne.com.au

Web: www.melbournepaediatricspecialists.com.au

http://www.rch.org.au/immunisation/clinics/



BCG policy: Victoria T
[N. Wong: data submitted for publication]

A Distribution of BCG vaccine in
Victoria: 2012 to 2015

A A total of 3904 patients received BCG
vaccine:
A 1704 at Monash
A 2200 from RCH (Detailed data 830)

A Median age 6.9 months (IQR 3.9-11.3)



BCG policy: Victoria

A 98.9% (2575/2604) received BCG
vaccine prior to overseas travel

A 96.0% (2474/2575) were travelling to
countries in Asia

A Only 13/2604 (0.5%) were given BCG
vaccine prior to travel to a country with
low Incidence of TB.

Nicole Wong, submitted for publication 2017
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BCG policy: Victoria
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Figure 1: BCG vaccine delivery across greater Melbourne

Nicole Wong, Jock Lawrie et al. submitted for publication 2017
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BCG policy: National ez

Evaluation of bacille Calmette-Guérin immunisation programs in
Australia

This report describes the results of an evaluation of BCG immunisation programs in Australia, which are funded and
operated by the individual states and territories, with particular reference to program implementation and national

consistency.

[ Page last updated: 30 March 2017

Indexes | Current issue | Disclaimer

Table of contents | & Full text PDF - 587 KB | Previous article | Next article

Introduction | Methods | Results | Discussion | References

Gulam Khandaker, Frank H Beard, Aditi Dey, Chris Coulter, Alexandra J Hendry, Kristine K Macariney

http://www.health.gov.au/internet/main/publishing.nsf/Content/cda-cdi4101f.htm




BCG policy: National

Table 4: Bacille Calmette-Guérin vaccine provision, Australia, by type of provider, state or territory and sub-region location

NSW

NT

Qid

SA

Tas.

Vic.

WA

Major cities

TB/chest clinic (onsite)

TB/chest clinic (onsite)

Maternity ward

TB/chest clinic (onsite)

TB/chest clinic (onsite)
TB/chest clinic (onsite)
Royal Children's Hospital and Monash Medical Centre. Four private

travel health clinics also give bacille Calmette-Guérin vaccine.

TB/chest clinic (onsite)

Regional

TB/chest clinic (onsite)
TB/chest clinic (onsite)
Maternity ward

TB/chest clinic (onsite)
TB/chest clinic (outreach)
Maternity ward

Mot available

TB/chest clinic (onsite)
Service provided through St
John of God Hospital in

Geelong

Regional public health units —
very occasional usage

7,
W7
==~

The Royal
Children's
Hospital
Melbourne

Remote

TB/chest clinic (onsite)
TB/chest clinic (onsite)
TB/chest clinic (outreach)
TB/chest clinic (onsite)
TB/chest clinic {outreach)
Maternity ward

Mot available

Mot available

Mot available

Remaote public health units
- very occasional usage

http://www.health.gov.au/internet/main/publishing.nsf/Content/cda-cdi4101f.htm



BCG policy: National

Table 8: Number of bacille Calmette-Guérin doses administered and proportion of birth coh
2014, by state or territory and Indigenous status

Year Indigenous status ACT
Indigenous 0
birth cohort 133
% vaccinated 0.0
Non-Indigenous 51

2014 birth cohort 5,505
% vaccinated 0.9
Total a
birth cohort 5,638
% vaccinated 0.9

NSW

5,032

0.1

664

893,649

0.7

669

98,681

0.7

NT*

453

1,338

339

127

2,339

5.4

580

3,677

15.8

Qld*

1,424

5,252

27.1

1,982

57,334

3.5

3,416

B2,586

2.b

SA*

B26

0.6

75

18,360

0.4

80

20,186

0.4

Tas.

432

0.0

5,401

0.2

5,833

0.1

Vie.

1,266

0.6

2,068

75,474

2.7

2,076

76,740

2.7

WA

17

2,066

0.8

180

32,316

0.6

197>

34,382

0.6
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>
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wa, Australia, 2012 to

Aust.

1,912

16,345

11.7

5,165

291,378

1.8

7,077

307,723

2.3
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Vaccine safety

& o Murdoch Childrens Research Institute d B murdoch

EDcap Data Management Online: Enabled by CEBU M@ B children’s
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= P BCG Immunisation Clinic - 2017 d P B institute

My Projects

A RCH Ethics (authorised prescriber)
A Consent to obtain follow-up via Email

A 6-months post BCG administration

A Did you have an unexpected event following
the vaccine?
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