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NATIONAL CONTROL
OF VACCINES

THERAPEUTIC GOODS ADMINISTRATION

AUSTRALIA

FEDERAL GOVERNMENT OF THE
COMMONWEALTH OF AUSTRALIA

MINISTER OF HEALTH & AGED CARE

DEPUTY SECRETARY
PUBLIC HEALTH

I
| l

THERAPEUTIC GOODS ADMINISTRATION OTHER PUBLIC HEALTHFUNCTIONS
(TGA
The Nationa! Conirol Authority for ali Human Therapeutcs -
Drugs {including vaccinas) and Medical Devcas




TGA Australia

+ New Laboratory and Office complex in Canberra, Australia,
¢ completed in 1993
¢ housing 300 staff

+ Regulation of all human therapeutics in Australia
(locally manufactured and imported).

R
i

The many “chimneys” along the roof line show how every air handling unit has a separate axhaust,
white the air intakes are beiow the eaves

TGA Australia

TGA Objectives :

“To ensure the quality, safety and efficiency of
therapeutic goods available in Australia at a
standard equal to that of comparable countries
and that pre-market assessment of therapeutic
goods is conducted within a reasonable time.”

]



TGA Australia

LEGISLATIVE BASIS
Therapeutic Goods Act 1989

1989 Therapeutic Goods Act endorsed by
Australian Parliament

1991 Regulations finalised and endorsed by
Parliament - Act commenced
operation

TGA Awustralia

Prescription Product Evaluation Process

PRODUCT
SPONSOR

REGISTRATION
DOSSIER

EVIDENCE OF
GMP COMPLIANCE

[ li 1

CHEMISTRY; QC; TOXICOLOGY; CLINICAL DATA
MANUFACTURE PHARMACOLOGY (HUMAN TRIALS)
EVALUATION
REPORTS

AUSTRALIAN DRUG
EVALUAT!ION COMMITTEE




THERAPEUTIC GOODS ADMINISTRATION
(TGA)
P. O. Box 100 WODEN ACT 2606
AUSTRALIA

CHEMICALS & TGA LABORATORIES
NON-PRESCRIPTION BRANCH
DRUGS
BRANCH
CONFORMITY DRUG SAFETY
ASSESMENT & EVALUATION
BRANCH BRANCH
Business & Services International
Branch Servicas
Branch

TGA Australia

Basic Requirements of the ACT;

+ Unless exempt, therapeutic goods supplied
In Australia must be entered on ARTG.

+ Unless exempt, Australian manufacturers of
therapeutic goods must be licensed.

+ Therapeutic goods supplied in Australia
must comply with relevant standards.

“ Australian Register of Therapeutic Good's



wawazidy Ls1jo vonhaduos jracey

31 13pam paanpuod fulsq aourisqng

PajioRued pue suosicd ‘18rug Jo

1y oY1 o1 Boddns JeueRI2ag sapIALLY
IINVHE NOELV'IST:

SNOSIOd 2 SDHMYU 40 AMALATYH

pueRIs MAN Yilsm Lohiejnias

~30nad BI3YT 96 IUGULI P 0) [USLI WG Y
BV 2IEUIPI00D pue [y 4NV
VIJOYINY PokEY pUBLES 7 MapN B RIINDY
A4 un s13000.4d Jejiwns seafaq
sianew Aoreinal Joj 53314008 Juiues
PuE AJ0SIAPE 0] WoljTyat ut Appejnoned
SINANDE [FUCHRWLITL § Wi ‘Eiseq
U331 150D B UD 2RUIPI00) pur 3ruE)y

JINYHEL

‘$2IIAL0IGRS £]1
puT (JIAVY) ssniwwe.)y colieneny Sni
urijRasty 03 Poddns jeun=ises 62 plaos]

L¥TdV LA 04S D30V

ELUCH]

Bunezoqe|jos (OHA) vousuedi) Qiesy
Pliop 01 B1ep s3IRgLILE ) {3V HAY)
oy Aosiapy ruonseay Snyy
FuaApy o1 voddns jeunaioas s3pIaoL
“fuoljaeas dndp usape o nodal ass3004,
SNOILDYIH DU ASHFALY

. TIULIY 3G FEIDDY
|2155ds a3 wia §8nap paisimianm o) Ao
10) jeaoidde esuerry spsanbzi Fuijaug pus
s|eLsisiuiy safruvyy onjesais funose

0] FuoljeLeA 1o snsp mou jo woensi8al
3y 10j suonesidde jo Juiuaanss

BN BIYEUIpU Y WolsAs Bunyaen
uolirutoqut Frup sutejuiely woddns
FWEAS PUR DANENSIUILPE E3(HA0L]
LINIUNOLVN RO O}

(LT
paszjitfal Afuanms o1 suotieliea "wirup mou
Jo uonensidad o) vep ABojoara satenjeay

NOLLVIYIVAT ADOT0II KO L DU

8up paiasidal fnusimo

0] FuONeURA s3up mau jo ensi¥31 10)
elep Ansiulays (earmaseuueyd tajenjeay
NOLLV Y IVAA

AHISHINEILY TIVILEY vINavid

AWBYIG KA (RO syl
1pun x3mp prasimdatun jo sn eawaddyy
ULIGJU] 13NPAL{ JaUmnsUL ) puE
UGHEWLOIU] 12NPolg SMataay  sualiensidag

Funsiaa Les 10 s8rp wou Jaisida

ol bumieatjdde so) elep [eRIdI sAIER|EAY
(suon)aas ayeandas )

SLENA NCIEYIVEY AL EVYIIND LD

HINAHA

‘jeaauad ur sauiaipaw Arjuswaduma
o Bunejas nuawnsop Lo1jud jo
wawdo|asap 3y) 0] indus sapraaly spood
atnaderay) uy paen suoneiedaid pue sued
quay 10) sawey jeudoadde uo spuaunuoal
1E4) 231LIURUDY) DlEp Fuaipo.Bu)
|egs2y 2y saBeuwpy wapew Brup-pso)
wo dnory Quppop, soepsiuy slinugspeo
3 ydnom ANV Qitm sssler]

(102)

SANLIHIAW AUYINIINITANOD

sLamiarmurw
Jo Buisusoi| pue s poe Jpy0 Ing saue)
ONISNEDIT P 1Ay dIND

:a_—-.__.—mﬂ —...._..—.EE paoyq

JO 31 31 UT UDISLAIC 341 pUE LOURIY

a1 ;1 as1adxa A31]0d pue 2gLUs
sspraoed pur suotesTwgns 12npold poo|q 10)
rie(] jonue] Autend) pue SuLmisemurry
sayenjean drozn siznpolgd poo[g 3y
dNOYHY §LINA0Hd A0014

£)ddns saaoidde pur Bunsy

Joj suotizan|dde s31rulpioos pue smalasy

SONILSIT AR

S

3duemsEY AJjend) jJo uoljejustusidun
pue [u3wdo|3A0p Ul pIAjOAL]
FINVHISSY ALITVND
BuuouoW JuapIaU] 33tAS(] puz
SPUE|ISAMS SILAS] 193 eWI0,] "UOHRUIpI0
03 g0 A ey spepung uawdinba
ALOJ210qE) SUTERN EW "53D1ADD [RD1PI FISA L
DNIMFANIONG 7 STYTHILVINGIY

A|ddns sanoudde pue suanenugay

10 U ed1|ddr $31EUIPIDOD PUE SMBlasYy
SENIWNSSASSY

P NOLLVHLSIDIN SA31A30

‘wieBoid Funsa Lajeoyr)

Jof sjewinse s311ddng “{1ages jeardojoiq
E3J¥N|BA “E2UIDDEA §)53] pUE $31EN|FAT
ADOMOIHONNNIN]

‘E32|7IUNUOIYRE

S1Lput 31y o) pue sjaued sl pur DIC0L
0) Yoddns 1rznassag ueddns 1euenioes
131 30N s2piaoud pur sjonuoa Fusssuaape
suswajduy 63nip 1o) vaedz waqoid
saiedilssaul pue sjjesas e pIO-0
STEVIEY P LYIMY LAHIHS

sgaapoad AFojounysnelq iy

pue swiajord ounadesp s3] pur s31En FAg
ADOIOI9 Y INJATOW

TYILYV 54 Wolj unhruneiul sapiacid

pue as8ay oy oo saugua (5} Anjraey
wazdpoe] Muvana3|y Jo Fussasesd

2i) Fuipn|aut (51} peon) Anaderay|
10 12mBay ueijensmy 3y ruLeuLEly
SUOO0D IINALHNEINL

40 HILSIDY NVITVHESY

E(Bqay pur 5|E3WsYD |eInnaseuneyd
£153] PUT SJLIDIQIUT E153] PUR EHEN| €AY
AULSINAEND

Anjenb (eaifojoigniaig Jaj sa31A0p
|epsw pue sSrup e3jen|eas pue 1833
ADOTOIOHD N

NasLer Ul _.—-n—._dn_EC_.:Ldr— —.—:n ﬂCDEQHuMN
wafo oy jenjnw .Ec:ﬁ.:;:a
RAUHNE 4arenda uone ) saedaig]
NOSIVYE

TTYNOLIVNHALNL 2 AJiod

yauelgy v) poddns
0] pUE dalednItpe §
LINIT INSIWHOVN

%

SPIEPUETS P PUE JIN!)
oy uoddns jearyaal opraod “ejenidooig
10) eIPp Juimiremurw pue [0Gu0S

[ERIRENN L EAREL ]
[EXMAD Uty SDSLARE PUE SDEDTE A SAUMNYDS

s$300¢ (e10ads pur [eth eatuija sajeaad(y  Aienb Jo volienjeas 1apiewssd pue dutisa)
T¥IINITD Uorsoge| uuepsd suiedwos sedusasu
SpOYIBL 1521 Siepi(ea pur dajonsdg

TONVHE

CEIAAES TVNOLIVNYIINT VD L

KOUNYATVAL ® A LH4VS Ddd

INAIWSYISSY AIIINHOAN OO HANYHO SATHO IVHOAY TV |

NOLLYYLSININGY SA0OD DILNILVHINL

(NId 4 IsI5 By SDEJISII] UL SPOTE SpOn: )
annadreiay | uo (auey aouaa)3y

[Ny 3 pue ())Y)) aaniwo )
uolien|eAg sau13Ipapy Aiejuswatdwie 3 sy
0] IRLEIIDIE Y B2PIADY] D] YWY Y1 ua
£uauma nanpoud suizipsw Aejuswsjdwoa
Je uonensidal pue Funsi| Jo suoljipuos

0] suonFUY A e31en €47 ‘spood diinadessy
s(qensidas pur 2qesy 1o ssdurisgns
auialpaw equaiwa(diios mau s3jmyea;|
SANIDIAAN AHYINAINTTIING.D

s#rup 310 Jo venensifai so)
suoneat|dde saienjeay suosiog pue sdny)
§© 8un|npayss WUDJIU SOf pIZPURIS Ay
surnulepy (D) AUULI0] woren[ea’)
SRS PUR DSACN 91 Woddas
SAIENIEMUIUPE PUE [€3MUY3D) $3PIADL{
NOLLYI1T¥ AT DNHA 3T1INNOD
“HHL-HIAOQ 7 ONITNATHIS

FJUaf |3 | FUERIND 1M JIFU0D €31EUTRIO
=07) IFA}{ PUE EIPIINEDH U0 IITIUMGTY
AJOSIAPY 3U[ 10] 1ELIFIZIDIG ESPIACL]
wierBos] molany §|RIILIYT Bunstxy
VN Y1 10} 30LAPE PUE STUSWISSIEEY
|endojeamo) sapuolg uotie|nial

| E3II3YI FUOTJELLIIUL,|FUOLFY UO IBLAPE
Aaod sapiaoly ‘jusaBeurw aamosa)
pur noddns AILENSIUNUPY SIPLAGL]
NOLLVSINOWYHVH
TVYNOILLYNYTANI

F MUTATA IVIINIHD

‘saunzping 15

pue fuawannbay e1ep ‘sansst [earBojosivo
uo §213uade (FUCIELIR|UL Q) 32 UApE
SIPIAGI] 'S[FOILSY3 [ELASNpus Fulisiia
pur ;U Jo 3sn ) jo 12edunt yjjezy dnqnd
Y1 UD IBIAPE E3PIALL] “UOHEWUSUMIOp
tueAsiad saysl|gnd pUr SUlElITL

pue speanusys 1343y 10J sprepuers sy
aygnd syeudoidde saysijgelsy ssa00ad
uonensidal ay; jo uauedwod € se §jompoad
pue sjeanuaya 134y aou uo ad1ape

pue juswssarse |eR0|02IXDL 63pIAGILY
ENANSSASSY

12N00dd TVIIWIHD

L961 WY ST d6020eN a1 Yjim
33UrpIOIDE UL Eljensny Ul drup dnoorey
JO AmEe Ul (31| i) ${0NURD puEe

‘R Eamy uiism s2auzisqns sidanoyaled
utesan pue sRUp ANGMIrL JO jUALIADW
EIIRY]

pur 31(ogeue pudun 0y uoiksiuLsd

uajium pue wosnoad Srp uieuaa

pue sasueisqns Jidonoyaisd ‘sdup snodiey
1) stuwad podxs pur bodwn sanssy

'SATUP parst] Jo 1) | YV 4 Ul Dolsn|dul Jog
AUIQiEa ssoqluoly sEnap o) uoheaipLaa
vodxa sansst pue |onuos podsa suswaidug
LHOJINE 7 SAILVIHL "ONILSE
TINYHH DOHA

IWHU EBUERYNE dundoapuc

“E331A130 UALIPULIOjUI 13Un
S201.438 AUIQH "AJLUNDAS pue 33U
duipping "g @} uanEpounuonar
131M03 21018 Juseyamd

17r)] O1 53314138 ayetoclios
SHILANAS UNV ALY

uonnasoad o) sases
uotje[s1833} Y1) | yim soueydwios
ANV

sBunaayy

V1) |, A1yPem 3y Fndiaias pur
_C-._:nEn__:a_ g ) um:_._u_E
Burpngaul pinking .

‘naafoud sofew ()09
SAILERSUC 3 ANsT

3yl V] IPURIAII3G (YoEqPa3) 1A
J3UEY3 231AL3S JAWo)EN D Buipn|
J2WRISN) UenEUIpICG

A_._H_L Upﬂh-.vﬁ._u_cnu Vi L -C:._ um,
$14r0dd ¥ 5
TINANWJLOTHANA

A8ojouyos) valjruicul YY) 531
bX]
FADOTONIEXTL NOLLEY]

UL NI (' pUT $amp

saonacud ppuuosiad ) o naap

s3nnus:
|@51Ua0 pue [UAWAFEUCW |RiSUTUL
FINGY TNV OANN IN 8

uonedun pue
unlje)sids| fuipnjou a1 vpe (eds

NOLEJTHIS T NON ¥ STV IEINTHD

HRESE IR RIRE R R



TGA Australia

THOSE PARTS OF TGA WHICH HAVE PRIMARY REPONSIBILITY
FOR THE CONTROL OF VACCINES

THERAPEUTIC GOODS ADMINISTRATION
(TGA)
P. 0. Box 100 WODEN ACT 2606
AUSTRALIA
[ ]

TGA LABORATORIES CONFORMITY DRUG SAFETY
BRANCH ASSESSMENT & EVALUATION

BRANCH BRANCH
* Product Licensing * Facility Licensing * Product Licensing

(Manufacture & QC) {GMP Inspectorate) {Toxicology,
* Lot Release *ARTG Clinical Evaluation)

* Laboratory Testing * Recalls *Adverse Drug Reactions

TGA Australia

¢ CONFORMITY ASSESMENT BRANCH

— Recalls of any defective pharmaceuticals,
including vaccines

— Facility licensing - GMP Inspectors

— ARTG (Australian Register of Therapeutic
Goods



TGA Australia

¢ DRUG SAFETY & EVALUATION BRANCH

— Product licensing

» evaluate Toxicology (Part I1I) data

» evaluate Clinical (Part 1V) data
{ Medical Doctors)

» Secretariat support for the Australian Drug Evaluation
Committee (ADEC) which issues the product license.

— Post Marketing Surveillance

» Adverse Drug Reactions

TGA Australia

¢ IMMUNOBIOLOGY SECTION, LABORATORIES -
BRANCH

_ Product licensing - evaluate Manufacture & QC (Part II)
data.

_ Lot Release - including Export certification
— Vaccine testing, including method & standard development
— Supply animals for laboratory testing program.

— Evaluate biological safety of a wide range of
pharmaceuticals.



sreannasewieyd (je jo K19Jes uoud pue el -
(Adl % AdO) 0llod "g % v shheday
BZUINJU] “B[[ADMIBA 19AD ] MOJ[DA UNIN 59 - SIUIIIB A [CIIA -
ANSIIAPIIAL IPIN - HU() [BAIA
*sreonnadeuneyd ojqedrdde Je Jo Kajes Ty JusBolsd -
SULUAIIUY -
‘sopLieydoesAjod [B20000WNAUG 29 [BI2020TUIUIJA ‘BID[OYD) ‘DO
(€x) proydAL *gIH “Lp ‘LA ‘Ll ‘BdLA ‘MdLd 32 sauIddea [eLdjoeg -
S[IOY SLIYT) -jtuf] jerajoey
UURWYO0I5) ALBO) “I(] - PBIH U0 ,

1oddns [BoLIg|D) ¢
‘[eatuyoa ], 11 “(3s180]0J1 A /1S130[OUNWW]) JBUOISSJOL] O - JJBIS —

HONVYE SATIOLVIOIVT ‘NOILDAS ADOTOIGONNWAL ¢

elRASNY VO],




PRODUCTS EVALUATED BY IMMUNOBIOLOGY

. Bacterial Vaccines based on attenuated live or killed bacteria
and related acellular antigens:
e.g. pertussis, diptheria, tetanus, meningococcal, typhoid
cholera, haemophilus influenzae & BCG.

3

. Viral Vaccines based on live or killed viruses and related
antigens:
e.g. poliovirus, measles, mumps, rubella, yellow fever,
influenza, hepatitis A virus, hepatitis B virus, varicella &
rotavirus.

. Therapeutic Vaccines:
e.g. HIV vaccines and Human Papillomavirus vaccines

. Imimunotherapeutic Products
e.g. BCG for the treatment of bladder cancer

. Safety Evaluations
o Viral Safety.
e Viral inactivation,
e Endotoxins & pyrogens

. Antitoxins & Antivenenes

o DNA Vaccines for viruses. bacteria & parasites
(under tnial)

. Faccines against parasites and fungi

(under development)
. Kit evaluations
e.g. HIV, Hepatitis C virus

. Monoclonal antibodies to infectious agents:
e.e. Centoxin & Orthoclone

. Botox



Blood Products Group, Molecular Biology Section, TGAL

Head (SPQA): Albert Farrugia, BSc (Hons), PhD
Principat Scientist (SPOB). Patan Nandapalan,BVSc (Hons), PhD
Senior Evaluater (SPOC): Andrzej Wozniak,BSc (Hons), PhD

Professional Evaluators: Chong Loh, BAppSc, MSc, PhD (PO2)
Shanshan Lei, BM, MMS, MSc (PO2)
Kim Elliot, BAppSc (PO2)

Technical Pool: Vincent Anastasius (TO4)
Em Tram (TO3)
Activities:
1. Evaluation of Part !l data of applications for registration of new drug entities or
changes with clinical implications (Category 1)

2. Evaluation of Part Il data of applications for changes to condition of registration
{Category 3).

3. Provision of advice on blood palicy.
4. Provision of expert advice to industry and participation in GMP audits.

5. Batch Release Testing Program and batch testing for Pharmaceutical Benefits
Scheme.

6. Participation in international collaborative studies on new monograph and
reference standard development.

7. Research and Development Program:

e« Thrombogenicity of FIX preparations

¢ In vitro thrombogenicity analysis

« [Determination of moiecular weight distribution of low molecular weight
heparins by SEC and CE methods

» Prophylactic anti-D immunoglobulin potency quantitation

» Development of a novel mouse model for validation of the in vitro
potency assay of recombinant human granulocyte stimulating factor



3.1.4 STAFF LIST

1. ADMINISTRATIVE GROUP

Section Head

Laboratory Manager
Assistant Labaratory Manager
Administrative Assistant

2. SCIENTIFIC STAFF

EXEC 2 {SPO A)
EXEC 1 (STO Q)
APS 6 (TO 4)
APS 2 (ASO 2)
APS 1 (ASO 1)

Gary Grohmann
Robyn Bilston
Mano Consiantine
Blair O'Caonnor
Naomi Butt

BACTERIAL VACCINES UNIT

VIRAL VACCINE UNIT

Role: Evaluation and testing of bacterial vaccines
and endotoxin safety of pharmaceuticals.

Role: Evaluation and testing of viral vaccines and
viral safety of pharmaceuticals and vaccines.

EXEC 2 (5P0 B)

Chris Roils

EXEC 2 {SPO B)

Nicholas Medveczky

EXEC 1 (SPOC)
EXEC 1 (SPOC)

Drew Meek
Peter Bird

EXEC 1 (SPO C)
EXEC 1 (SPO C)

EXEC 1 (SPOC)
EXEC 1 (SPOC)

Parissa Poulis
Lee Chang

Dharam Sharma
Tania Dalla Pozza

t eah Mathews
Jimmy Lee

APS 6 (PO 2) Therese Marengo
APS 6 (PO 2) Kate Hutchison APS 6 (PO 2) Jenny Doultree
APS B (PO 2) (Vacant) APS 6 (PO 2) Derna Waters
APS 3-5 (PO 1) Pradip Adhukari APS 3-5(PO 1) Tova Ducker

3 TECHNICAL STAFF

LABORATORY TECHNICAL STAFF

APS 5 (TO )
APS 5 (TO 3)

APS 3 (TO 2)
APS 3 (TO 2)
APS 3 (TO2)

Kim Morimer
Vikki Hutchinscn

Annette Richards
Leanne Ormandy

Vacant

ANIMAL SERVICES UNIT STAFF:

APS 3 (TO 2)
APS 3 (TO 2)
APS 3(TC 2)
APS 3(TO2)
APS 2 (TO 1)

Pauline Pace
Paul Southwel!

Anthony Cressley

Matthew Guest
Emma Pratt




