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:. National Association of Testing Authorities
1;ﬂm..gﬂuimmummnﬂiwua uﬂmﬂaﬂmauah
snagauANNTuILY Bosausiiud 1 1A 2549
2006) NATA lausnnislyiusnis PT provider aanidn
8B (wholly-owned NATA subsidiary) Tudalnaidn
Iclency Testing Australia (PTA) ﬁmﬂumiﬂ.ﬂun
daulanas 1S0/1EC 17011:2004 fivsiaesusasdoclsil
lwmdoeilinissuses uas PTA 183un1sdusesen
ican Association for Labaratory Accredltauon (A2LA)
NAANSFaLHENT muﬁagma'lm NATA iiladaeuen
woan G9AslW A2LA aneTIeUssiivsaiiios PTA (Tu
vider ﬁ‘lﬁu%mwﬂﬂaumwﬂwmrgﬁm drinking water,
products, milk, asbestos, PCBs, mineral sands,

regates, cement, road lanterns, paper, coal products,
le phones, radio frequencies, safety toys, drug residues,
nd, electric resistance, weights, gauges, volume and
peratureWana NG PT provider 2898aAIASLEEERY TE M
1350589970 NATA 1dun Royal Clinical Pathologist of
: us&ralasm Quality Assurance Program (RCPA QAP Pty
B miﬁed) g\'.r RCPA #in13lWusnns QA program AIHWNITUANE
ﬁjﬂuwmsusmwmmi Iiasufuansluanitunie

SEs s e e ssasssassssnn

trsses st s san

LAAS QAP s?mgimmﬁm’[nnj'] \d% Sydney, Brisbane,
Melbourne, Adelaide # chairman, coordinator ﬁuﬁi chairman
YBIuAAT QAP zURIRIAMENTIHNTIAUSNW 28 QAP %7
189 WANI5USNISTANIT2BLAES QAP TuAsIRe Board of
Director #sUsznausasgdwienisoeausazanituiidu gap
Taedl center office #1 Sydney ATUANNISUSMISIANITAI
AMMMETWATEIE intemet ([A3UN133U584 1SO 9001:2000)
% nsTuddAsEaNEn, N1IRIUsHEW, N1STARISIEIK
#3130 wazN1SIRANNWIIEINIG

Auzgaulasunstuiayanissaivieene
provider 289 Australia 91 NATA 8alufinsvssulwsag
M37198n195U58991N NATA FaailiuasnBniu pT provider #1
HIUN133US89  WAT PT provider sTa"l:Jﬁnﬁaam-s%'u*samn
Lmum'ﬂ mal.mauaminuaa 'lus;mmﬂunu,m 28115
Susae 1ot NATA T8smri list 209 PT provider mﬂmums
Juseauazealatiunissusauancly website 299 NATA 1it8
‘lﬂwaaﬂgumnﬁmaan'ﬁuan"l'ﬁmamaamﬂuﬂminnu PT
provider MLAN1Z aunumwﬂaanﬁmnwam WATIO% NATA
auuayuliden PT provider fiwns3usaoud uasludan
?IEIGD"I‘iTﬂNﬂﬂ’]SU%LNH PT evaluation result HANWMzLA%
weanumsAiwwessdinaATgIwWiael §uBinis nan
Ae viesufuRn1seoouaneuna PT IignsaUsafiv e sowd
A399U5EL% M38 NATA 8719281W PT provider SAdINaNTS
Ussiiiuld NATA wiaiiunsdndelisandn winaslfifing
ABINITUINANISUSZLARIIN PT provider LazHBILEARY
tandns nangiun1ssanisnsaflasunalsaiinlaidwnn
mu NATA n'muﬂu'[ammnmnu Proficiency testing
(PT circular 2-October 2006) UsnAlu website Fspdareny
nseweweadinaasgwiasU fukng

® The Australian Animal Health Laboratory (AAHL)
Foidu natlonal center of excellence A1wN1TIRaaelsALas
msitmAsiudaifnusiessauummituimitelulan uas
TMFmJsnmmmfﬂmaznmnuaamwam Nmmsﬂguwms
ffianalaensess AUGIEA Biosecurity level 4 (BSL 4) Wit
I#ifedeuazidulsnfifinandosunses: sAugeTiAnsegdng
uazgew 1UwinlfURn 581989989 World Animal Health
Organization (OIE) dm3iuldniaun, lsafiinarnide Nipah
W&z Hendra virus, Newcastle disease, Bluetongue disease,
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,e_ﬂét:msis virus U irus
9103 OIE collaborating center for New and Emerging
s, WHO CC for SARS virus, Regional Reference Center
‘Food and Agriculture Organization (FAQ) u@z Australian
ional Reference Laboratory for Rabies and Brucella
i umbenuiigasiinisitedeatienadaie
fovsesunmiinalmiialsaludad vislsailiany nls
gualna darin AAHL Soflarwideiiayigamsieifieds
@uuaznisinelsaludainduanssnuluszavend szhu
anuazfenafinisnszaeaindniganle damwnsliuinas pr
rovider 8¢ AAHL nulal¥uinisnagauanadinigy
wszuuANAIN ILA G-13 Wiveesdfifinaslsndnilu
simAfdaiawIA1en nelanisakuayuees Food and
iculture/ International Atomic Energy Agency (FAO/IAEA)
sindesaetraieaiulsAadaia199 1% brucellosis,
panosomosis, foot and mouth disease uanﬂ'ln'tfuﬁmz
mlasunsiudeyaiisanunasiuwnisidelsaiinein

ipah virus FaiThw virus ﬂﬁmelmi‘ﬁﬁ'ﬁlaéh family paramyxovirus
Aamagln genus Henipavirus daillu genus 1L Hendra
virus Afisme AAHL Auwutin virus drewnsinsiainnis
sy nsudelndssinmeadinsifelndel A.a. 1994
3 AaInn1sIseiaEanud virus M9 2 #RASATINLANENS
W19 genetic USEm 20 percent LATHAITHULANATII%
“msdenenlse lae Hendra virus liirasdiemamdelaenas
Andigand wanuirundesslsaluAierna uasfisideny
aaluilasni: asfandsnnszuuAuiug saasadaunas
NeRIRueanNT Madderes AMHL SamadSeszaunits
nsuaniRindmiunwiaiasinwli3a Nipah uas Hendra
2elomiTasiaiitasluam human & animal vaccine, antibody
apy Wiz small molecule drug wananiiniteutsdawle
AUfEITU ecology B8IATIANI TTUUBNYHUAZNTS “spil
' anadaluduAngrwnodaisiadn  dedayainns
lylszine Malaysia WURN9R19WHG Pt vampyrus uaz
it 789188 Nipah virus wazdl

S1E9 WU sero positive B Hendra virus TuA9A1a
pteropid MonAagaNsIINIIR WY szIinABadATIEY e

479% PusRITBENYN AHL'S secure area MOwrasl fjUR

msAEUaansiBseRUgeER (BSL 4) Biocontainment H5zuU

AawANmadneen uazsaitaldidvanasufjuansidelu
ﬂ??:ﬁﬁﬂﬁi‘i:'u‘lﬂﬂBGISHIHﬁJHiuﬁngﬂ?fHE!'WFiﬂiﬁl.ﬁﬂ
a"um’mﬁ"aﬁué’n‘?uazmgué forAsutadn 5 1 lasaans
é’u 1 1% sewage treatment ﬁgu 2 \Uw sewage collection
#uit 3 Duvacufins dud 4 1w HEPA filter ua: Tufl 5
Dussuuriarimun JounwIAResn1TeanLUUEIATAIRAEY
fiszuudnsas mnsldmladamnilesasssuuideme szu
grunsnyinewunuls Tnstanizadrefeszuusi ssuul
uRzszuuANGw Twi8A1s 5 Fusina1a §l 4 duniiem
paundanwilin air-tight secure box RaNsaULAZH lower air

pressure (MBfnfiu air born infectious agent l¥agiawis
melugrrns datuynagnefidasnisineanain secure area
#iag absolutely decontaminated YN¥iia 18%aNARBINGD
sewage MB4 treat MIBAIINIAN solid waste FBILHN \A3Biia
fa9 autoclave 3ald gas misdvdayminlalasiin fax nia
computer network IHIAWINSZAIBENNIIIN secure area
7% staff HB987UNN MNANINAZBIATINNIEATNSDIMRAREY
88an31N secure area

® Burnet institute, Center for virology, Crowe
laboratory (clinical research) (UuAKIBITHIDUBNYIUIEAY
WwIningaalssinABaaIAsIEE ATwN1sTaENIInISUNNELas
d15150q8 [aeilw center of excellent #1% virology,
immunology, population health W&z international health lre
Pwideraeanwiiimaneiean impact saslsaAmdadhe
WS 18w HIV, hepatitis, malaria, tuberculosis, avian influenza .\
TsmnziSod19q WunzSasun wziSedold e inflammatory
diseases L2 Rheumatoid arthritis W&S Lupus \Un#n Bumnet
institute Ha14398598AU Monash university, the University of
Melbourne, the Alfread hospital #%nidegasanIunnd1 200
AWWAZI health professional N1 135 AWYNITWIN Brunet
office 11 d1m1lu 8 Uszindlugfiniaeide uudiauss
wowin Tmewasufusnag virology uaswasufumnislse
WENUNR alfread ASUAAYEUIBY Bumet institute  HIWA3
Fus84 150 15189 dmnwidelailaranisdusausiazsnin
nsanglinwaasnts nsiewigansedniagdlaiingg
sudunisnmelalasenisidenlasunuainundogusieg wu
AUSAID, the Australian Federal Government’s Overseas

Development agency
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p.knowlesi Hwdafivildifaldsnandeludmieens uaz
§aneny (long-tail macaques Waz pig-tail macaque) Wulsiu
wnuieidenzinaandedld Fada Prnowresi vldiAninanselu
awansssamdassusnnulumeiinduluawdnmasmindlalu
UszinAniaided A.e. 1965 a1nuwaRTewlszse fenga
nmwmmﬁaﬁiwmm zuasiiten 2715770 rasnads wuin
Nuﬂ’;mﬁﬂimna 4 Aw INEMNUTSBIUuBAED P.knowlesi
nnatelssind 1gu ng Wi WEUDud uiuagonlusimdn
UszinAivasasnande uazisngnwangiainsaianiinelss
Pthenelneinde pinowlesi ndoninUszauATiug 1 51
ot w.A. 2547 manwii 1

Fayaenn1sANYITEIRNIIENga Kuching group 910
Uszinenuaide vialae Balbir Singh and Janet Cox-Singh (Uunga
wnidefiusznaumsunnduazinineddns wuiwﬁﬂmﬁlﬁ%’u
n1sifedemandesganssaiindunianiediia P.malariae
edinag ao'lmwumualammumammnu srmmagtaedlasu
m‘nmqmﬂummwﬂmmam wInuNIUgIINAUNITIEIENN
agginen wuin Uszanwadanitadngiaesisnaniodiia
P.knowlesi ﬁ’emwﬁ 2

Snwnisanada Pknowlesi S282 ring form wuil double
chromatin w38l ring form naeAluAARIALAY AGIBTZEE ring
form 284 P.falciparum d7%32e2 late trophozoite Hawialaifin 2/3
#09LiALA9ALAY cytoplasm SAWNW (compact) vemsaiun Band
form AANE P. malariae 32812 schizont i merozoites 8-16 #2
swralsiisfiadoauns & malaria pigment SWImIaLEN/SN
gametocyte gUSWnanlafxAnGaAuAsH  pigment nszanenaly
A& e P. malariae 9 nanwuzaIna1eziAnledn P.knowlesi
ﬂl‘l’mimsn'm]u P. malariae, P. vivax Wag P . fa!c:parum Iﬂma
smﬂmﬂnaawamiﬂuﬁommammijmmmawn 1 dyUan
A9 1 m'smwmivamgmﬂmm‘lﬁﬁ PCR 3INA8
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Giemsa-stained thin blood films depicting A) ring stage, B) tenue form
of young trophozoite, C) band-shaped growing trophozoite, D) growing
trophozoite with little or no amoeboid activity, E) double growing trophozoites,
F) early schizont, G) late schizont in an erythrocyte with fimbriated margins,
and H) mature macrogametocyte
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Blood smear of P.knowlesi- infectes red cell from a fetal human case

J. Cox- Singh, B. Singh

A15197 1 waRINSIUSBURBUN1IATINAILNABIYANTIANLAS
38 PCR
No.of cases identified by microsocopy
P.&l-mll P.vivax |P.malariae | P.ovale P.Hd-‘ﬁllMe-u
and P.vivax| identified
by PCR

PCR results
P.falciparum| 167 18 33 1 0 219
P.vivax 23 372 43 I 1 440
P.malariae 0 0 1 0 0 1
P.ovale 0 2 2 0 0 4
P.knowlesi 11 16 216 0 0 243
Pralciparum| 11 9 4 0 1 25 |/
and P.vivax
P.falciparum 0 0 1 D 0 1
and P.malariae,
P.falciparum 1 0 0 0 0 1
and P.ovale
P.falciparum 1 0 2 0 0 3
and Pknowlesi
P.vivax and 2 8 9 0 0 19
P.knowlesi
P.vivax and 0 2 0 0 0 2
P.malariae
P.vivax and 0 1 0 0 0 1
P.ovale
P.ovale and 0 0 1 0 0 1
P.knowlesi

Total 216 428 312 2 2 960
1. 181 3
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siguUMsaUsUIBoUNUAMSHanaas
OECD Principles of Good Laboratory Practice

m3aussBfuRn1sangAs OECD Principles of Good

Laboratory Practice 3AlagadsAn1s NATA Ussindoadinsids
stwineiuil 8-9 Auenen 2551 m HasUszguesAns NATA
UszinAnaginsideineinsiiusseneda Mrs.Louise Calder B9
1w GLP program Manager 384 NATA W&z MR. Mark Gooch &5U
ASUTSEEAIT ‘ ;
B Overview ‘s:uuﬂs:ﬁ'uﬁ{umw 3 sruuiidwnisusein
AuNWABENa I MARITayaNldUsniwANUReR BASLAT
firngnane laud
GlP = Good Laboratory Practice \Ungayanulanasis
Aldusznaumsiwnziion LLaz‘l,ﬁ’ei"mﬁ'umsﬁw
msfAnu3deludunam non-clinical AwAsIAREN
AunmuazANUaaRdslwiael juRnas
GCP = Good Clinical Practice lddmsun1sinunide
NARRA LﬁamwﬂauﬂszanEmwuazhmﬁﬂa
fifisaansnaasAEInlATImS
GMP = Good Manufacturing Practice NaNINMUTIS
MSHARTA

mswSsuiisudaunnsieseuing oECD Principles of GLP
W&z IS0/IEC 17025:2005
ISO/IEC 17025:2005 Usznausasszuuuimspunw
BasvasUjusnismageuniodeuifisy UAZAINATHISOR M
‘imms‘lunauu’nz;miwﬁﬂaw%amﬁﬂauxﬁaunaeﬁmﬂﬁﬁﬁn'ﬁ
, Ge tﬁuszuuqmrpwﬁxﬁmﬁmﬁun‘s:upumjﬂ"an"ﬁ
uazmau‘lumﬁﬁnuﬁﬁﬂumﬁEm non-clinical tWalWawuledng
ANNUsaRfBsagan WAz AILIRsD

Facility Types (s) Coverage of Standard

ISO/ZIEC | ¥asfusinag TTUUUSHIAMATN URS
17025 AR/ daULfisy ATIHATNIIOATWITINTS
OECD GLP | vimeUfjuinas TUVUIMIAMA NG
Naday requirements Nlawnz
Woudninanas 1a0i5ag
Field (crops, animals) | - Study Plan
Glasshouse - Study Directors, Principal
Aquatic environment Investigators
= QA personnel responsibilities
- Study report format
- Archiving

sulala Augas

GLP LﬁmzuuF»;rumwﬁﬂa:naué”mm:ummw%mi
IANTS ua:ﬁauhmiﬁnuﬁﬁ'ﬂuﬁmauriaum'iﬁr}m"’ﬁ'fﬂi%
Aw (non-clinical) L-?iamwﬂaamﬁmiaqamw ua:ﬁameé’in
lrefinszuinn1suERNISANRKANT NSAARTIE NITURNN
nsdmfuienasidAy IunangIn wazn1ss18InasA
UsznaufidAty:

m Organization process of a facility Taun Anssuiingay
AuuInsian1sANNSuARtavrasgiiertaclunsdnuide
ﬂ]ﬁN%’uﬂﬁﬂuaaaé’ﬁ’mﬁ”lﬁLﬂu Quality Assurance Personnel
N159AYIN Standard Operation Procedures N153ALAULENETS
UuiinfdAndadeasadunisdnuidadunangn

B Organization process of a study TAun ANHIURAYEY
789 Study Director UazABaiisIeaziBenszyln Study Plan .

m Conditions N13ANWAIRE naneds Facilities, §01ufl
uazENILIRREN LASasil gunsal msdmAuenasdundn
1% N5IALAY Test items Uz Specimens, AN Uszaunisal
uazn1sEnausHyAaINTAEIdas

® Planning lAuA M3nausm msinwnlusadeilasy
(Test items) sipadin1s3mviutn SoP si1aq Mfeagas YRANSH
ANNENNSA HiATaedanlalunssufinnns uazdifnseneg
fldlunismagay (Test systems)

u Non-Clinical Study n38 Pre Clinical Study nsANWI
ﬁ'ﬂ'luﬁ'umaun']sﬁnvﬁé’ﬂmaﬂ§ﬁnﬁ‘;luqﬂm'iﬁnuﬁa"a #asnatne
'ﬁﬁnuﬁﬁ'a"a;‘Im's&i’iLﬁunﬁnwﬂl&Tﬁnﬂzmﬁam‘r’iLam:m:w
¥euviBsl juidinis Lﬁalﬁ’lﬁiﬂa_gamwﬂaamﬁadm‘s"mﬁuiaga
'Iﬁ’mhaamﬁﬁdwmaﬁﬁ’rﬁmNngﬁma'lé‘lunﬁﬁmimmsaa
CHTTGTI BE e e
i B Test System Study Usznaugmg categories #1497
Aln

- Physical - chemical testing - Residue studies

= Toxicity studies

= Mutagenicity studies

- Environmental toxicity
studies

- Effects on microcosms
and natural ecosystems

- Analytical and clinical
chemistry (associated
with non-clinical studies)

- Worker exposure studies

= Bioaccumulation; behaviour
in water, S0il, air

on 3 avun 1 UNSAU-UE 2552
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m Test items anafludsindefiaisansonaneiian

Wndmudaneas:

- Pharmaceuticals - Cosmetics
- Pesticides - Food additives
- Veterinary chemicals - Feed additives

= Industrial chemicals

m MsAne398 Study 819viln
- Laboratory - Green house

- Animal house - Field (crops ; animals)
g oLp lildlunsssinnislugwnennisAnelise
yneRafinsasoluaumanang g Tiun
- Efficacy studies - Comparative efficacy

- Pharmacokinetics/studies  studies
UsziBRaLusn OECD Principles of Good Laboratory
Practice (OECD #88191n Organization of Economic Co-
operation Development) gnvinantdlag Expert Group 289 GLP
1wl 1978 nels OECD' s Special Programme on the Control
of Chemicals 1ufl 1981 UszinAgaEns1a 7889 OECD Council
ﬁaauﬁ’mé’nmsmmﬁn”wummﬂH sanilull 1997 OECD

Council lémunan wazU5uyge OECD Principles of GLP

A159ANI5EUY GLP (Setting Up the GLP System)

Jsznausmeiienufiddty laud

m Sponsor B Archiving all records

@ Test facility management associated with study

m Study Director m SOPs

m Principal Investigator @ Quality Assurance

m Study plan program, QA Personnel

@ Conducted of study in and QA Statement
accordance with the plan ® Sub-Contractors

m Recorded @ Master Schedule

® Multi-Site Studies

o 3 ouun 1 UnSIAU-ULTEU 2552

1. Test Facility Organization & Personnel: Section 2 %849 OECD
Principles of Good Laboratory Practice

Test facility m Standard operating

Test site Procedures

Test facility management m Multi-site study
Study director ® Phase

Principal Investigator m Sub-Contractors

Sponsor B Master Schedule
2. Quality Assurance Program: Section 2 %84 OECD Principles
of Good Laboratory Practice Usznaumlgadnlsznausngg
Tstun
B Responsibility of Quality Assurance Personnel
m Conduct of Inspections Usznausie
- Study based inspections 111113 audit phase #i3ng#
uazLaNIZaNz9e lwn1SANE 3G
- Facility - based inspections L‘{]um's audit general
tacility L@z activities lwpaufudins laud
installations, support service, computer system,
training, environmental, monitoring, maintenance,
calibration, etc.
- Process-based inspections [UWN3 audit NIEUIMATI
17'1ﬁmsEhLﬁun11%5nmﬁamnmsﬁmﬁumiﬁmmz
191299 (Specific studies) Wwns audit (Rafnns
L't]'ﬁ:i’aqm‘isi’uﬁumﬂué’numznﬁsjumw
f#298192849 Process — based inspection Tsun

- Receipt of specimens - Computerized systems

and test items - Reporting procedures
- Treatment of the crop, - Storage conditions of
animal etc. test item and reagents
- Calibration of sprayers - Archiving
- Training - Ete.

- Analytical technigues
including sample
preparation, methods,

quality control etc.
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Ussamuamiuniisuing fifedas iielinusaswidnussg
aadmang %dLﬁuLgﬁaﬂnﬂwﬁmaﬂﬁﬁqmmw uazifiafinaiszuy
AR FTRMIAHNIRTZIW 1ISO/IEC 17025 SavimuniliTn
fanmsiTnnsdnsunsinits
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LAV LAY
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FinanmasgwissU RNt nainenAdRs

AISUNNE TRFNHWT n1SEn®IITE/ WR KA
AINNIAIIIH OECD GLP 1feiufl 6-7
NN3TAN 2552 [wn.nmlmnu e
nyounwe aed wisuwndiinus TwBwamde
saaaﬁumnwwmmammmwm i
UszowiBidamsduam thal¥idaya niana
IWATIANWIITLAREAIRAITRAIBINARA N
2aensHAINEIAEAINTT WWNE HRMNIWGILAS
dedeld uas ﬂ’]N"I‘EﬂU‘WTW']WHEJﬁLNﬂ%IU
ATHULHY NITANE 'ﬂﬂwmaumu AaiITnWA
OECD GLP wazifimifiwiaiadng n1sAneise
wma‘mmﬁm OECD GLP 99n% lao#l uzd.
ﬁﬁwssm Nmmﬁ tﬂu’mmnﬂunﬁuﬁmﬂ
uasHgigauIH AWK 45 AR

fuft 10 -11 flwrAn 2552 d1%n
smsgIwiesUfuiinis anfduyaidnas
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